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nuaziBuanuinuusiawse Tigecycline 50 mg for Injection
737U 3,000 vIn
Tsmerusvsuuniy

1. faw Tigecycline 50 mg for injection
2. gusidsialy
2190uy duneusrnndeddy dwiudadweeadons
2.2 dautsenau Usenousedaen Tigecycline 50 mg 1y 1 vial usedl Lactose monohydrate

\u stabitizer
2.3 nusussy vrsgluneusvssgndauneenideedauf destummdu
24007 - wyfen duvszneudeddigueraiu Susdn Fufuey laviiude

uasinuneilouhiven Wedwdmauuuussqsiud
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3. gusulEmavailn
saneTTineiauaiduluniy finished product specification uge drug substance
specification 8¢l¥emmzidousiedinu ANENTTUNMIBMNTUSLET NTENTIAIBITEY
3.1 Finished product specification: Tigecycline for Injection

i) Test ltems Specifications

1 | Identification Lre iUl

2 | Assay 96.0-116.0 % of the LA. of Tigecycline

3 | Uniformity of dosage unit* Meet the requirement

4 |pH 45-55

5 | Bacterlal endotoxins NMT 1.75 USP Endotoxin units/mg

6 | Sterility test NTIVETY

7 | Particulate matter - YWIRBYN1A 2 10 um §Tlsiifi 6,000/ Container

- quweymA 2 25 pm Hliifiu 600/ Container
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¥ Test ltems (sle) Specifications
8 | Organic impurities
- Tigecycline open ring NMT 0.15%
- Tigecycline 12-ox0-11-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 unspecifled 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
D) Test ltems Specifications
1 | identification MY
2 | Assay 97.0-102.0 % of the LA. of Tigecycline
3 | Residue on ignition NMT 0.1%
£ | 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 quincne analog NMT 0.15%
- Minocycline NMT 0.25%
- Tigecycline tricyclic anatog 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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D) Test itemns Specifications
6 | Water NMT 2.5%
7 | Sterility test Meet the requiremeant
8 | Bacterlal 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 uan19m129310 318 Elemental Impurity w3ail Risk assessment report (usiase
enslsznev)

WY - NMT = Not more than , NLT = Not less than
- nuifvameTuusdimadu (waive) mansssviiarevirsmls Wihuanuenamingrudnsd ity
olivne
- Drug substance specification fe1sumentuteehunsadin drug substance ¥ipluliamed drug
substance wpefnfnudiiogy athlaatint fdinmmelrseinsuynkriofitua

4. Houledu

fieunsrarfidosdudnurnindioienans wioussaedefefuisaenarslnugiidung
measBoadel
4.1 wenanléfuaygeiuvedeuidusiftedninluusemelng usedussdeclareluvidawdn
4.1.1 Tuddgnistunedoushiue Wi ve.2 v.3 e.s vis 8.2 ufusinsd
4.1.2 Tudwafuveidou ne.1 vie v.1 weswenfliauenm wieuneasBusifontsmugs
ammmmnﬁnﬁm-ﬁmuﬁwsLﬂuu (Finished product specification) uazdsfvuagmuninees
fagAu (drug substance specification) nadifleyszninanawdsuuvauflofuducedosuuy
wena1sn1ivoufly (8.5) u1n¥eu finished product specification uae/w3s drug substance
specification Inseufiludeuulsenmevsemanadidnnieinduselifiu 2 U e Judssnn
UssmanaBifinnseling
4.2 wnEnTiuTswmIgIUMIKinen
4.2.1 nsfumdsluvsewelng §udndadlionansfuisarmiguniinemundninasiuay
38n19itlunsn@nen PIC/S (Pharmaceutical Inspection Co-operation Scheme) Tngnuigsu
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PIC/S participating authorities wiefhenansfusewmgrumsadnemamdninusiuse38nisiaiu
mMIndng eI N UANENTINNTE M ITUALET NTENTIEIB1INEY Batmusatulnediaa
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4.3 inanun e fiauesiem
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4.3.2 maminnvlinredaunningiivvewhend ey (certificate of analyss of drug
substance) MFlummdnsrjufidutuoiafrsdineuasiudoingiu
433 wnaivievingnidufunnudufusseninjunimsisveeingfiusesizurdady
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AMENTIUNTTOTMTILGEYY NTENTIENETY
4.4 Hegnn
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5. masndludnssninwsiesan (Price Performance)
msResumavslivdninusimussdusysedvBamsiesia (Price Performance)
sesuSermusnainismasm Tnedneglusingu v dwmbwindedursuuuresitiugs

win 2 ¢ ded
1. edherus (Price) TwtniviuSesas 20
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waninuvinrureudrussBninvdeman (Price Performance)
Tsemsruaeeunry

nsfieangruemaiaussim TadldusmnaedimausedudssivBamsionan Saiduus
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Aauumen wdneaisny
Nt Vv
1. enfliaue (Price) 20
2. srmsgrusssdudmieudnis (Performance) 80
U 100
umagrueesud1uiouinmg (Performance)
Ustneusefauvsses 3 8 useihfwiinaeuuy el
fauusTes uwiinAzuuy
1. umsgruganndadns 60
2. wmsgrueufiims 20
3. AuanTAtiseunlsniiensufiReu 20
W 100
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1.1 mafureannaguntindue 15 Asuuu
fnsfusennemgruandiudt andeladeudewielus
Wadiedey ABLUY
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1.3 dayssdusyusunwoesdinduel 25 ASUUY
vifatloy ABUUY
. pnx@adusifyui 25 Azuuu
€. flnnsfimemaenBifin (Cunical tria) 15 azuuu

Inoiswaunsfinymerdinuisuiisudvinmessnfuedusuy Wisseeu
merddinilsuanidisussdvinmusiadfuilursemenisuwmg R sl

1. Tnsfinwuiuuuu Randomized controlled trial waedinmsAfininansinunas 13 AZLUY
smrIvemsswndTindete

2. @nmfnwudiukuu Non-randomized controlled trial uaeiinsiifiuinannsfine | 11 asuuy
NTIEIRNSUWYETnete

3. TBms@nunBu Comparative studies wuu Cohort studies (prospective) uaeilnms | 9 Avuuu
FRuinanfinwnacsasmanisuwdihindede

4. 38n19Anwniduuuu Comparative studles WuU Case-control studies | 7 Asuuu
(retrospective) uariimidfunantsfinwan s munsumdfideds

5. F8n13fnwnlunuy Descriptive studles wuu Case reports/case serles wagiin1y | 5 Azkuu
FRuiensfnveensemnTemdiun e
nadifdunsfineBrufoviiveduy  Weesuudn 2 nzuuy

6. nsfnwmde 1., 2., 3., 4. Win 5. AlldRRuRluTEns 3 ABUUY

a. imefinvneBasuyausen BB Aersanded 5 AZUUY

1. sarfuniedeaujiRnmfvhnsdnuluseussimadedndngruansinldiunts
#euUTINE IR AT TIATTE T WAL NenT s TIguLd Wdwiunsden
asfeglusl (New generic drugs) Fthmedoudiud ¥ 2546

2. FinmAnwfeadiu Randomized crossover design vis Parallel design (nsilunt
t1/2 em)

3. msfmfenermatrsmaluematasifigunmd viedufine iy sweds uae
g HIV

4. $nnusetheiiinydediideundt 12 ey usedifunsfineiuuy Parallel S
#rethaiifinundedsiieunth 2 esiuuy Randomized crossover
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wadlodes ASRLY

5. dinmmTeseuRTINEaLUALgndBeeeiE ATy biological sample
vighi
6. T8l daulugiifiuuuy single dose n1stfeuuy multiple dose seldiled
suifueudonstunn vieduen sustained release uavgingl washout period wigli s
fhussmetiaion 5 wiws ti/2
7. maflusethafesdeufuetreley 9 g0 - deulden, 2 peiessdueri§dy, 3 9
89U Cmax, uae 3 yedssdusndriens sesvafufomsdonnustelos 3 wites
t1/2
8. uanIveasy 90% Cl vewasinevinvesdneiuusior Parameter As Cmax, AUC t,
unzAUCe il log scale vosunaniguaesifuuuy Fosoglure 0.80 - 1.25 Seffednd
BE winffu
innudimsRonsmmsinemnedimgyavessn (86) A
1. fsimuneustyndeldrsuuudy
2. thuaveagy 90%C veswaseglugae 0.80 - 1.25 ualiinunusidelatonils os
fiednmfinwlaiindedle Gawe Be Adudumefius 8 2509)
. {1 TE orange book US FDA %fn EMA 5 azuu
Wudeglutydnedely Orange book US FDA wie EMA
ndlethingeghulyaedolu Purple book US FDA vis EMA

1.4 Elemental Impurities 5 asuuu

15 deyamsfinwanunsinmen (Long term stability) 10 AsuuY

fnsinemumanmeiitureidouidue) wieuenawiewdnguuamdinsfinueny
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1.5.1 fln1sfinw1 Long term stability uae Accelerated stability #7ai ASEAN Stability Study
Guidelines Tufiamnag ASEAN Harmonization Product on Pharmaceutical Reglstration ufl 26 5.4, 51
it endle vhmsfnvnemunsenmeilguugll 30:2 °C sdudining 7525 %RH 5 Aeuuu

1.5.2 fn1ifnwn On-going stability 5 fAvuwy
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2. pwggniienfifinn meuwudy 20 asuuy Avsnen
2.1 snasgresufidRintg omdelndonds Foid 10 Asuuy

211 uﬁwﬁaﬁmsimwﬂﬁﬁmuﬁﬁ‘ﬁmsclmwmgm ISO/IEC 17025 dun1svedousTen
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BM VAR azuuy (Youesz)
n | Assay or Potency 40
a | WrdfeBumy Finished product specification #uUsen1mlsenIngAm 60
222 FasufjiRnislsenusdaenilléunnegiu GMP-PIC/s 5 AzuuY
3. auasRfifounlsnisonnigiRen nzuuuin 20 Avuuy  Rersuman
3.1 fheazvemwusuny, unyiusiusseen 10 msuwy Aunsasuguuuuen S
wWadodey ABUUY
n. nadififiveudle 10 AzuLY
3.1.1 amrueussyiidulanuasussgfas  Aesanen
- fadmesuusemmuusuTI s uas Ty uie dambivessen 2 P

- ursgfast Uild seman 19w nudiemanseunn
Wiruiflouwsaruisn Adeeldreuuwi)

3.1.2 ursyfusiliesfunamnomietion (eweeidiodlostuuas) 2 AziUY
3.1.3 sufiaussqegluwitiiosnseydeun, LotNo., Fulfusgen ynaula 2 ABLUY
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3.1.5 eudlafiviuual® dssilsonun waefinw stabllity ndednuadinen 3 ATUUY
2. nydiitfiuendn 10 AzuwY
3.1.1 prueussyidudrussursgfas  Avmanen 2 AEUUY
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3.2 fhmsgru GSP use GDP 5 ATUUY
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