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Tigecycline &o mg. for injection
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a.e Finished product specification(@)

19 Test Item Specification
® | ldentification test M579KU Positive for Tigecycline
o | Label amount o to @@w%of label claim (HPLC)
o | Appearance and Description m&nvﬁaﬁaummmmﬁé’uﬁgﬂﬁﬂﬁuﬁa
aeldirnudu (Lyophilized Powder)
« | Appearance and Description ansavanudvdesaddy lziﬁc!ummzjasmﬂ
(Reconstituted Solution) waelufidfinun® (1Wu &les vise d)
& | Purity
® Ticecycline related compound B at RRT LAY o.00%
o.D&
e Tigecycline Epimer at RRT o.eie LA ©.0%
e Tigecycline open ring at RRT o.m® LU 0.0&%

® Tigecycline eo-oxo-@e-hydroxy at RRT L 0.¢%
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. Finished product specification® (s®)

49 Test Item Specification
® Tigecycline quinone analog at RRT @.mo laiiAiu 0.m%
® Tigecycline tricyclic analog at RRT e.eo LAy 0.¢%
® Any individual unspecified degradation Lalifiu o.0%
product
e Total Degradants LAy 0.0%
o | Uniformity of Dosage Unit (Weight Pass test
Uniformity)
@ | Water (KF) Laiifiu o.0%
pH (Reconstituted solution) e &-&&
Residual Methylene Chloride laiifiu oo ppm
@o | Particulate matter Meet USP Criteria
@@ | Bacterial Endotoxins Ty @.00¢ EU/mg
eb | Head space Oxygen Contents 13iLAu o.o@m mg/mL
oo | Sterility Sterile, no growth
eoc | Color 11NN @&o
.o Drug substance specification'®
19 Test Item Specification
® | Description/Appearance ARG
b | Strength Assay (HPLC) Anhydrous Solvent- | &&l.o%-@0.0%
Free Basis
o | Purity (HPLC)
e Total Organic Impurities (including LAy o.lo%
Epimer)
® Epimer Content lilAu ©.0%
e Minocycline Content LU o.lo&%
® «-Aminominocycline Content LU o.lo&%
@ | Identification
® Infrared Spectroscopy Positive
® HPLC Retention Positive
/
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.o Drug substance specification® (sia)

4o Test Item Specification

& | Water (Karl Fischer) LU ©.¢%

o | Specific Rotation-Anhydrous, Solvent-Free | -beo ° to -bed& °
Basis

o | Palladium Content TilAu &ppm

& | pH (e% in water) 0.00-3. 0

« | Microbial Limit
® Total Aerobic Count (TAC) iy @0 CFU/@oco mg
® Yeast and Mold (Y+M) L3y @0 CFU/@oo mg
® TAC + (Y+M) Ly @0 CFU/@oo mg
® P aeruginosa Taiwy

®o | Bacterial Endotoxins laiiiu @.0 EU/mg
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drug substance specification
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PIC/S (Pharmaceutical Inspection Co-operation Scheme) lnevue91u PIC/S participating authorities
ey Certificate of pharmaceutical products mﬂﬂimwﬂrﬁwam

o 1ONANTANARIE VLN TIELDTIA
&m0 NAN1TATIVTIATIEHAUAIMKAR S usie1dnSagUuveulndn (Certification of
analysis of Finished product) luguenidafiufions
<o HANSITIRTATwiRMnIngAuTesiae @Rty (Raw material) Mdluntsudng,

<

quidadudetviweskineuazdnaningiu
&« Fgeen
¢.@.o Jlaunsia dedairegeest1ados e vileussyiue dadusdiunuuand
wazidualaasuiiu auiitvualuidenuand@niludnewu

.& MIUTsziuguMeTdmDY

&0 Tuauogresniidmey eguawiidweudediitesnit o ¥ uaniuiidwey

€.&lo ammmﬁdauau%éfaqﬁaﬁwmewmaiu%’usaawamﬁLﬂswﬁmiuﬁﬁauawaa
fudnuarluiineiingivvewiianingiuilinansjuiidee

€& n3diveTEnsinsguiogaiidweuiiedinsalinsiziamam wiae
smsasihmilsdeieswemegi Inefiauesian (fune) ssfasdenfiudnmusuauimhesanisds
ez wanduduiaveuaildnedifeatedunsesiinsginuam lunsdiiwuieilaiduly
PIUAMBNYMZIANE MII8T1TN1TY0AILANS L FURITUNNISI@LDS AT INE1 VB LAUBTIAT
(o) wag/v3eduanluafuioly

cee fauonm ({e) awfossudsunidoslndvuney vieileiansidouann
sreusznisle q neurdmun aglifidouls

c.e.¢ nidfusiidoufuinuniigumgil o - < swrnwadea desdlienarsuaniuay
Sweriilsruvunmsnsiiuuazdadsendu cold chain system 7ldnasgIumumManLnas Good Storage

Pracice (GSP) wa¥ Good Distribution Practice (GDP)
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