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1. Faen Tigecycline 50 mg for injection
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21 50sw Wuwenmondaddu dwivdadiveendond
2.2 dauusenau Useneusheshen Tigecycline 50 mg Tu 1 vial usedl Lactose monohydrate
WJu stabilizer
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3. ausuiimuvaila
Nami@mﬂaLﬂiwﬁqmmmf]uiﬂmu finished product specification Wa% drug substance
specification delfanveidousiodinnu augnssunMIsILAYET NTENIIENETSAIEY

3.1 Finlshed product specification: Tigecycline for injection

4s Test items Specifications

1 | Identification #5799

2 | Assay 96.0-116.0 % of the L.A. of Tigecycline

3 | Uniformity of dosage unit* Meet the requirement

4 | pH 45-55

5 | Bacterial endotoxins NMT 1.75 USP Endotoxin units/mg

6 | Sterility test AT

7 | Particulate matter - aumeymA 2 10 pm Tlifiu 6,000/ Container

- auneeynA = 25 um $Tlsiifiu 600/ Container
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D) Test items (#ia) Specifications
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 guinone analog NMT 0.3%
- Tigecycline tricyclic analog NMT 0.5%
- Any individual unspecified degradation NMT 0.2%
product NMT 6.0%
9 | Water content NMT 2.0%
10 | Head space oxygen content NMT 0.043 mg/ml
3.2 Drug substance specification: Tigecycline USP
42 Test items Specifications
1 | Identification NTIU
2 | Assay 97.0-102.0 % of the L.A. of Tigecycline
3 | Residue on ignition NMT 0.1%
4 | Organic impurities
- Tigecycline open ring NMT 0.020%
- Specified unidentified impurity NMT 0.15%
- Tigecycline 12-oxo-11-hydroxy NMT 0.15%
- Tigecycline related compound 8 NMT 0.25%
- Tigecycline epimer NMT 1.0%
- Tigecycline quincne 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 7.7-8.2
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¥ Test items Specifications

6 | Water NMT 2.5%

7 | Sterility test Meet the requirement

8 | Bacterial endotoxins NMT 1 USP Endotoxin Unit/mg of Tigecycline

9 | Optical rotation(Specific rotation) -240° to -215° on the anhydrous and solvent-free

basis
3.3 HAN19052931A5189 Elemental Impurity w383l Risk assessment report (&as
wBna15UsEnBu)

WU - NMT = Not more than , NLT = Not less than

- naditvomsTuuudimaiu (waive) nammamaesulinTeinumils Wiusanuenmmmdngudand sy
BigiRve
- Drug substance specification f1senanlulineungudn drug substance visluliarent drug
substance tesrAntdudegy atuleatunils fdimmnlnseirruynirdofiimun
4. Raulviu
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ez Seadeil
4.1 wnasilFsuayywiunedeuihsuenfedmielulsemelne uaeduasdeclareluvswdn
4.1.1 Tuddgnstunedeushiue W ve.2 ne.3 ne.6 vis 8.2 whusinsdl
4.1.2 luAwedunedeu ne.l wie 0.1 vesniliausnen wfeuseandentidonismugs
f]:umw‘umwﬁmﬁ'zuﬁmuﬁ%’umLﬁzm (Finished product specification) wazd8fiuAAMAINTDY
fmg@u (drug substance specification) nidiflegseninanisdsuuvawuilufisdusefowuun
wnatsniseeufle (8.5) u1n¥eu finished product specification way/"3e drug substance
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dsgmpedidnnseiind
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58n19fidtuntsudnen PIC/S (Pharmaceutical Inspection Co-operation Scheme) lagnua8eTu
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