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swazdanuansusianizen Tigecycline 50 mg for injection
37U9U 10,000 ¥2A

TsaneIUIavauLAY

981 Tigecycline 50 mg for injection

g
2D 2L

2. pausutATalY
2.1 Uiy Huresrnnideddy dnsudadivasnidend
2.2 dulsenau Usenausiedien Tigecycline 50 mg Tu 1 vial uaedl Lactose monohydrate
vJu stabilizer
2.3 ANBULUTIY ussq‘[umsuusmsqaqﬁﬂﬂsﬂﬂmnL%aﬁﬁmu.ﬁa Hoafuanaitu
2.4 287N - seyfenn duuszneusheddiguazeause Junda Sufueny Lariingn
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3. AuauUAnanaila

3.1 Finished product specification: Tigecycline for injection USP

{9 Test items Specifications

1 | Identification ATIIIU

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

3 | Uniformity of dosage | Meet the requirement

4 | pH 45-55

5 | Bacterial endotoxins NMT 1.75 USP Endotoxin units/mg

6 | Sterility test ATIIU

7 | Particulate matter - quimeynnA = 10 um iliifiu 6,000/ Container

- quineyn1A = 25 um ilsiifiu 600/ Container

ANENTTUNSAIMUASIENTALLBIAANANBUZIANIZLAZIIAING /
[

(Wanmsiua S150eALGR) (Uensvis Newduu) (Wedyed  FduRdana)

UWIBUNNEEIUIYNIS UBUANETIUYNITRLAY Wndensdungnsiley

(W usn (Aefvaung) (URENITNT LA3YAS)

ndgnstrungghnsivey LnEYNIVIUNYNIT

£




9 Test items (#8) 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 quinone analog NMT 0.3%
- Tigecycline tricyclic analog NMT 0.5%
- Any individual unspecified degradation | NMT 0.2%
product
- Total degradation products NMT 6.0%
9 | Water content NMT 2.0%

3.2 Drug substance specification: Tigecycline USP

U8 Test items Specifications

1 | Identification HIY

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 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 77-82
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48 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 WaN1INIIRIATIEY Elemental impurity %388 Risk assessment report (Wen9
na1IUTENBY)
vaewe - NMT = Not more than, NLT = Not less than
- nsdifamzfouudinsiiu (waive) mnseseuiiaTednensla Wiuuamasnansvdngrusenanilladu
ayilRaney
- Drug substance specification f91sanANlUAATIERUBNEKRER drug substance y3BluATIEY drug
substance vewrAnendSagy avuleatunis Fdimsemaienzinsunniideriimun
4. Reulvdy
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MeasBundail
1.1 wnansildzueygniunsdeusiusnitesminglulssmelng uazduasdeclareluvaswan
4.1.1 Tudrdgnmstunsilowsiiuen Wun  ve.2 ve.3 ne.4 vie 8.2 wdusinsd
4.1.2 Tudvetunsfou ne.1 wie 8.1 vewniliauesim wieumwasidundenisniuny

AunMYBINARS I NAT Uzl (Finished product specification) uazdefiMMuUARMAINYDA

1

[y a

fngiu (drug substance  specification) nsdifiagszuinanisivdsuutawudlufiufnszdouuy
enansn1sveuily (8.5) uamdeu finished product  specification waz/“3® drug  substance
specification  Imgvaudluneuiuusenmauseninsiadidnnsefinduasliiiu 2 U a Tudsenie
Usgmasiandianvsedind
4.2 @NANTIUTOWINTFIUNINENYT
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FBansinlunsndnen PIC/S (Pharmaceutical Inspection Co-operation Scheme) lnawigau
PIC/S participating authorities w3efilenansiusesnasgiunisnanenavdninamiuasisnsiialu
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4.3.1 nan1InTIRRATIRRANINNERS UTiE1d 15 a3URHER (certificate of analysis

finished product) Tugnjuitdadusiiegns
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Y a
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4.7 enansdug
4.7.1 deslindngrun1sfnwinieadidn (Clinical  trial) W3 o38N NARTINTIUwanad
Uszdvsnmussenasiifiuilunsansmanisuwme
4.8 faussia ({uw) Bugeulisnidndygineuasuimun il
4.8.1 nm‘imamsdmiaﬁmswﬁmﬁfT,ﬂaﬂ'i&r“msnmaﬂ%n'ml,wwéw?aﬁaqﬂﬁﬁ'ﬁmsﬁlﬁ
1A ISO/IEC17025 mansevanansizdbidulumunmsgtdeimunludssnelszninsan
4.8.2 ﬂsﬂwﬁmﬁmv‘mwﬁﬂﬁ'gnﬁanLﬁuﬁu'«a"sﬂ‘v’fawa1ﬂimﬂé’qﬁ'ﬂmuﬂmsﬂiiumsmmsLLaz
gilutanaesdaygazieting
4.8.3 ﬂstﬁwuﬂzymﬁmmwmmémﬁmeﬁmﬁdmadawaﬁaﬂssﬁw%waLtazmmﬂaaﬂﬁ'ada
Hueilasuen
4.9 mitesynsveanudns WiuRnsumdadusieiivseifgniSendufulasdina
angnIsUNIeELasetluszeznan 1 ¥ neutulssmauszniasiandidnnseiind
4.10 feasin1satiuayu Sensitivity Disc mmé‘hmfﬁmﬂﬂﬁmgaﬁw’lﬁﬁuisawmmamaamzammﬁ

gregludnlsmeuia

5. n1sUssfiuAUseansnnsasnan (Price Performance)
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