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2.1 Specification of finished product:

98 | Specification of finished product Acceptance criteria (USP2024)
1 [ Identification
' A: HPLC Complied with the finished product specification
2 | Assay 96.0 — 116.0% of the labeled amount of Tigecycline
Uniformity of dosage units Meets the requirements

4 | Particulate matter in injection Complied with Specification
- =10 pm NMT 6,000 particles/Vial
- z25um NMT 600 particles/Vial

5 | Sterility Meet the requirement
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d8 | Specification of finished product Acceptance criteria (USP2024)
6 | Bacterial endotoxins NMT 1.75 USP EU/mg

pH 45-55

8 | Organic impurities
Tigecycline open ring NMT 0.15%
Tigecycline 12-oxo-11 hydroxy NMT 0.5%
Tigecycline related compound B NMT 0.7%
Tigecycline epimer NMT 2.0%
Tigecycline quinone analog NMT 0.3%
Tigecycline tricyclic analog NMT 0.5%
Any individual unspecified NMT 0.2%
degradation product
Total degradation product NMT 6.0%

2.2 Specification of Active pharmaceutical ingredient (API):

L) Specification of API

Acceptance criteria USP 2024

1 | Identification

A. Infrared absorption

B. HPLC

Corresponds to standard

Corresponds to standard

2 | Assay (On the anhydrous basis)

97.0% — 102.0% of the Tigecycline, calculated
on the anhydrous and solvent free basis
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Residue on ignition NMT 0.1%
Organic impurities/Related compounds
- Specified unidentified impurity NMT 0.15%
- Tigecycline open ring NMT 0.020%
- Tigecycline 12-oxo-11 hydroxy NMT 0.15%
- Tigecycline related compound B NMT 0.25%
- Tigecycline epimer NMT 1.0%
- Tigecycline quinone analog NMT 0.15%
- Minocycline NMT 0.25%
- Tigecycline tricyclic analog NMT 0.15%
|| -Any individual unspecified impurity NMT 0.10%

- Total impurities NMT 2.2%

5 | pH 7.7-82

6 | Water determination NMT 2.5%
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L) Specification of APl Acceptance criteria USP 2024

7 | Optical rotation Between -240° to -215° on the anhydrous and
solvent free basis

8 | Bacterial endotoxins NMT 1 USP EU/mg of Tigecycline
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