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U8 Wate AN
1 | ldentification test Complied with finished product specification
2 | Assay Complied with finished product specification
3 | Osmolarity or Osmolatity Complied with finished product specification
4 | Viscosity Comptied with finished product specification
5 | pH Complied with finished product specification
6 | Container content Complied with finished product specification
7 | Clarity Complied with finished product specification
8 | Sterility Sterile
7.2.2 Drug substance specification: Dextran 70 USP 41
o Wl AN
1 | Identification m‘i’sﬁlﬁi’mmmﬁigq‘l’ﬂu API Specification leTu
ziloulinu os.
2 | Optical rotation +195° to +203°
3 | pH 4.5-7.0
4 1 Loss on drying Not more than 7.0%
5 1 Color of solution Not more than 0.15
6 | Molecular weight distribution and | Complied with drug substance specification
Weight and number average
molecular weights

7.2.3 Drug substance specification: Hypromellose USP 41

i Vet AOIAN WM
1 | Identification G%i’.lﬁ}l’fi’mmmﬁ‘wulfﬂlu API Specification A&ty
neilouliiu as,
2 | Residue on ignition Not more than 1.5%
3 | pH 5.0-8.0
aste..... §%@5’“‘ ............... U3eEIUNTIUNIT
Zﬂ'&%@ ................. Zﬁ{ .................... 3TN
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4 | Loss on drying Not more than 5.0%
5 | Viscosity
- Method 1 80-120% of viscosity stated on the {abel
- Method 2 75-140% of the viscosity stated on the {abel
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