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®. dolasams _318m1380 Pegylated. Liposomal doxorubicin_hydrochloride 20 mg/10. ml injection
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o.e___ 81 Pegylated Liposomal doxorubicin hydrochloride 20 mg/10 ml injection
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ﬂmﬁnumxquwmm Pegylated liposomal doxorubicin hydrochloride

20 mg/10ml injection

1. Foen Pegylated liposomal doxorubicin hydrochloride 20 mg/10ml injection

2. gruandAly

21 Jduwy Wuaneazareusianneduns dvsudadvasaidonmn
2.2 dwlsenau Usgnausesign Doxorubicin hydrochloride 20 mg Tu 1 vial lneshengnyiavisl

ang‘luiaI‘lJI‘lm(Pegylated Liposomal Doxorubicin)

23 WIAUTTY 10 ua.
24 A1TULUIIY usslunrugdmiven@ausimanniye
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3. pauaNUANIamALa

3.1 Finished product specification : Pegylated liposomal doxorubicin hydrochloride for

injection USP*

-Drug encapsulation

-Drug/Phospholipid ratio

99 Test Items Specification
311 Identification Complied with finished product specification
312 Assay (Content)
-Total drug -90.0%-115.0% of the labeled amount of Doxorubicin

hydrochloride
-NMT 90% of the labeled amount of Doxorubicin
hydrochloride

-NMT90.0 mcg of Doxorubicin hydrochloride/umole of
phospholipid

513 Particle size

Mean diameter 60-120nm




3.1 Finished product specification (s®)

3.1.10

314 Osmolarity 290-400 mOsm
515 Extractable volume NMT 10.0 ml
310 pH : 6.2-6.6
35T Bacterial endotoxins Not more than 7.76 EU/ml
3.1.8 Sterility . Sterile
319 Related substance
-Any individual impurity NMTO0.5%
-Total impurity NMT2.0%
Particulate matter

-Size > 10um NMT 6,000 particles/container
-Size >25um NMT 600 particles/container

*nan1595193mseinaa mBulumiy finished product specification waz drug substance specification ig198sa1nLndusirFuatu
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4. Joulvduy
4.1 wnamnsldsuaygmiunsdewhiusitesmingluusamalng uavdiuns (declare) unaandn

6.1.1 dunluddmstunadousiituen Wuu vie.2 vie o3 vie ve.d vae 8.2 udusnsi)

faduniuauds nsdiinsdsuwaulugiueygnuaraniuiingn Wuuuduudoudly

Wasuwlassenslunzideudiuen (wuu v, 9) vie duundweudluasuulasenisly

neousfugifntuiiuoygauazanuiingn (W o.4) swdouriusie

012 duundvetunafewiiue wuu ne.l vie b.1) iwnumiuaend nieuneazdennn
anvazanzrssnddigiuasdermunpsguveismsisiesien (Finished Product
Specification and Analytical Procedures) funsdouls ﬂiiﬁﬁa@issw’i’mjmﬂgEJULLIJaGLLf!ﬂ‘?ﬁ%'
Anszinarderimununasgiliiaenadewmuimeniivssmasusemiedineagaseditinn
AnznsIUMIeIsLaze) WuudundweudluAsuamenslunadeusiiue wu ne. 9)

3o dunveuilusuwlasnenmslunsileusinSuen (wuu e.5) smdeuriusae

4.2 dumiladeiueannsgIuNTHENEInUNENINMNIENTNRLUNNTKERET [Good Manufacturing
Practices (GMP)] Tumnaiiigadesiugiiiaue (aduaiganuseuniinsvaeulaedieglutianan
N53uTe9) lnesasusenausiy

[

4.2.1 dumilsdeiusennnIgiunsnangnmdninaeiisn1siatunsaningaufeddy
[Certificate of GMP Active Pharmaceutical Ingredient (API)]
4.2.2 dwmiiideusennasgiumssdne wnumdninaeiisnsiaumskdandndusiordusogy
[Certificate of GMP Finished Product]
43 duumilsdedusemansilaseyt [Certificate of Analysis (CoA)] Tneffasusznaudne
4.3.1 dwumidsdeiusemanisiaseviingiudlendrfn [Certificate of Analysis of Active
Pharmaceutical Ingredient (API)] lnggiassenaunie
4.3.1.1 duumisdesusemansinseiingauiiendfy vewrnaningauiiendfny
(Supplier)

4.3.1.2 dwuwmiladesusemanisiwseiinghudied Ay veundandadusiendniagy
(Manufacturer)




432 duumildeiusemansiaseinandusierdniagy (Certificate of Analysis of Finished

1 LY '

Y a a LY (3 ] [} a o ¥
Product) vesnanuansieienduiagzu (Manufacturen) Tugumsudnngndudiiegnuagly

9

U a ! = U o o

Fghuiedfgyudeiudumideiusemieseiingauiedeiny

433 Lenasusendngududuanuduiusseniniun1snanvesingaumendiAy (drug
substance) 4o 4.3.1 fujumskanvemansiausiend3agy (finished product) 4o 4.3.2

4.4 duuenansuanIHanIsANYIAIINALGA (Stability data) Sruduliidesndn 2 junisudn lag

AosEnauMe

4.4.1  @uenansuanman1sAnYIANLAIRITEEZE? (Long term stability data)

4.4.2  AWUENaNTHERNHANSANYIAINAIALUANTIZISY (Accelerated stability data)

4.43  duuenanswaninan1sanwAuavulaly (In-use stability data)

444  duulenaIuAnNanISANYIAINAIRISTEZETY (On-going stability data) Udngn
$1uu 1 Jumswan wznsaitldsumssusesrannasgIu GMP-PIC/s Wia cGMP

(current GMP) %3BLABUWIN

4.5 $eg1een
451 fiauesinn Fosdaiangeiegdos 1 mireussyias Jadudununans
eazdunliaufumiidvusluidenuantiviludredy
4.6 MyUsERunmUAMENTIdwBY

161 idweudedioglildlidesnin 12 Weu duaniudaeu

0.6.2 vwpnaiidaeu swfesddiuinmieluiusemamsnsivienesisiuiidaey

4.6.3 n3difimiessniaiinisduiiegieniidwsuiiiedmsiaiinsisinuaim mizy
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4.7 \wnansdue

471 duumilsdelusewmansiueiondnsagu (Certificate of Pharmaceutical Product)
nensandugnindaniulszmalne

4.72 dwuvdnguauauyavenaniusien (Bioequivalence) Lawwuﬂszﬁﬁﬁﬁﬁmwu
AENSTUNNTOMITHALEN mamuum’twmnwmmamua*uaawamnmmmmumu

4.7.3 mmmuaaasuiaqmmsgmmsﬂgummwamnmmﬁmiwmuwaaﬂgumms [Good
Laboratory Practices (GLP)] w38 dwuwisdefuseunasgmutesuiins ISO/EC
17025 Tusremseniivaue [Endl]

4.7.4 e’hLuﬁuﬁﬁ@%’usmmmgﬂumsLﬁu%’ﬂwmasnisﬁmammwé’mﬂmv‘ﬁ%miﬁﬁlums
Budhwuaznszaee [Good Storage Practice / Good Distribution Practice
(GSP/GDP)]

4.8 mauasﬁm(wms) sugenlenidndyginauasuimun il

48.1 ﬂsmwamsaumamLﬂswmmumﬂﬂimwmmammnmwsﬁuuJu"LUmummmusuamwuﬂ

482 ﬂimwammmmsuumuanLsaﬂmmumnmaammc’ﬂmamummﬂmvﬂssumsmmmasm
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4.8.3 nsmwv‘ﬂmmﬂmmwmnwamzusnmmﬁlaqwaﬁaﬂiuamwauaummmamamawwvﬂ,ﬂium

4.9 ‘vnnaswms‘uaamuama‘tusuwmsmwamnmmmwuﬂsufmaﬂLsamnmuimamumm
anugnssuMsesuazeusteznan 1 Jdeuuduenansiaussininidatenssil
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