Qmé’nwmzqumaem Doxorubicin HCL in A Pegylated Liposomal Sterile Susp 20 mg.

1.%&11 Doxorubicin HCL in A Pegylated Liposomal Sterile Susp 20 me.
2.AENUAN2 LU

2.1 guuuy WuasazasuriunzneuUsmniioddu-uns dusunesmavasaidons
2.2 dnuszneu U32NauUnIefa81 Doxorubicin Hydrochloride 20 mg./10 ml.

2.3 N1UULUTI UsTglunurdmiuuseedaunminde
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3.AuauUANIamAlia Finished product specification:

Namimmﬁmi? ginnun wduluany finished product specification wag drug substance
Specification mawaqmmnammiummnu Faldanadousadinnuamenssumsamnsuazen
NIEVTNADTUAY mumaszjmiuﬁlmmqaamauﬂuauwmaummsaiwumwmmmuma‘umiﬁlm
Mfunile AUUITENIANITZNTIAITITGY L50952UM187 WA, 2561 aadufl 6 Furau e, 2561
(aauszmiAlusiaayuniniudl 12 quawiug 2562)

3.1. Identification test NI

3.2. Assay 90.0 - 115.0 % of L.a. Doxorubicin HCL

3.3. pH 6.2 - 6.6

3.4. Any Individual impurities NMT 0.5 %

3.5. Total impurities NMT 2.0 %

3.6. Bacterial Endotoxins NMT 7.76 EU/ml

3.7. Particulate matter - 1A =10 micron bty 6,000 ayn1A /vial
- 9Wn 225 micron Wi 600 aynA Avial.

3.8. Sterility Test NI

3.9. Volume in container NLT 10.0 ml

3.10. Osmolarity 290 - 400 mOsM

3.11. Drug / Phos-pholipid Ratio NLT 90.0 pg of Doxorubicin HCL per umole of phospholipid
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ANANYAILIANITYDI8T CARBOPLATIN STERILE SOL 10 MG./ML.(45 ML)
1.3987 CARBOPLATIN STERILE SOL 10 MG./ML.(45 ML)
2.y
2.1 uuuy
2.2 dsenau
2.3 YUYV

Wuansazanelalufidtedvaes

Usenoumemign CARBOPLATIN 450 MG. Turunussy 45 ml.
'uisﬁﬂunwuvmmwisﬂmamﬂmﬂmmL% vssyfineidesiuuas Snanafiniy
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2.4 aa1n . wmam duusznauiendfAyuasaNuLse Tunde 'Juéumq \auiindn
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3.anENUANIImALA  Finished product specification

Nam’mi’ﬁﬁLﬂiwﬁﬂmmm‘ﬁﬂﬂmu finished product specification wag drug substance
Specification Mi§19Bsmnundusuiieniu Fdldeemaifowsodtnnuamenssunsemsuazen
NILNTIATIUAY muma%msummmeaamaaLUuauwmaummsa‘lmmwmmsmumammw’lﬂ
sunils MAUUTENANTENTIENGITIEY 130958 UM5187 WA, 2561 astufl 6 SurAN w.a. 2561
(asuszmelustaiyunwiud 12 puaiwus 2562)

3.1. Identification test

3.2. Assay

33. pH

3.4. Individual impurities

3.5. Total impurities

3.6. Bacterial Endotoxins

3.7. Particulate Matter > 10 pm

> 25 um
3.8. Sterility
3.9. Volume in container
3.10. Cyclobutane-1,1 dicarboxylic acid
AMZNITNNNIMVUARANSN YULLANY
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MTIINIY

90.0 - 105.0 % of L.A. of Carboplatin.
50-7.0

NMT 0.25 % w/w

NMT 0.5 % w/w

NMT 5.4 1U /ml. of carboplatin.

< 6000 /vial.

< 600 /vial.

Meet the requirements
NLT 45.0 ml.

NMT 1.0% w/w
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4.1 wnansnsisuaygndunsileuisuendiedminglulssmelve uarduns (declare) uviaw@n
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4.1.1 Tuddunstunzifeusnsuen awn 18.278.3 Ne.4 %158 8.2 Walksnsel

o
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4.1.2 luAweTunzidou ve.1 wie 8.1 veeliausiian niaunsasideniidonisniunu
@mmmam%mﬁm%mmﬁﬁwmﬂsm (finished product specification) LazUoAINUA
AMAMYDIIAQAY (drug substance specification) nsdifiag seminanisiasuuasudly
Wisfnagdeauuuienatsnisvenily (8.5) undeu finished product specification wae/
#sedrug substance specification lngauilanouiulssnmauszninsiadidnnseiing

warliiiu 2 U e Juusenalseninsiandannsoting

4.2 1BNANSIUTRWIATFIUNSNAREN

4.2.1 nsdlgmdnlulsemalne guinseedlidnuininaiemisdeusewnsgrunimaneiniy
AN UILAZITN1TARUNITNERET GMP-PIC/S %38 WIRIFIUNISHANSINIUNENLN U
WAEIENMINALUNITNENYWRIEIUNUAMENTIUNITOMITUALEN NTENTIATITUEY B9

APUATULAETAINUADAAE DA AR UAUNE NN LALITNISAR bUNISHAREN

Pharmaceutical Inspection Co-operation Scheme (PIC/S) Tunuang1fitausaiy aty
anganuseunsesvdeulaeiinanisiuseadviulssmausenmnsimdidnnsedng
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4.2.2 nsdiilugniidrandyszne guanseddnunmaenisdeSuseansgiunisuas
BIMUNANINALILALINTNRLUNTNERET GMP-PIC/S 983UszmAinanatuagamusey
nsnsdeulaeiinanssusasdsiulssmalszmesiadidnvsednd

4.3 BNANSANN YRS TLALETIAN

4.3.1 HaN15ATIVNATIERAMNMKENTuTie1duS3Uveewan (certificate of analysis of
finished product) Tugnjuitdausioeis

4.3.2 HANIATIVUATIENAUAWINGAUVRIFIEERYY (certificate of analysis of drug substance)
mﬂumsmﬁmmﬁuﬁdmﬂuﬁaasmﬂzwaasgmammLLaxQ'm?mi’mqﬁu

4.3.3 wangunistenarsuduanuduiiusseninsgunisuanvesingivyosiienddy (drug
substance) 4o 4.3.2 ffujunisudnvesudnsisiendniagy (finished product) 4e 4.3.1

4.3.4 nan13Ane1 long term stability LLazmummmqmmmﬁﬁumLﬂWl*’iﬁ’UﬁﬁﬁﬂﬂW
ANENTTUNMTOMNTUAZEN NIENTNETITUEY

4.3.5 n3difuenngu biological products i vaccines, blood products Fesiionanssuses
JUNSHER (Lot release) INNTUINGIANARTNITUNNE NTENTIEGITOEY

4.4 fegneen
4.4.1 flaue fAesdwiiageensgles.. 5. mieussydue Fulufunuuaniseaziden
Ieasuthusunivusluidenaaudivaludreiu

4.5 MyUseiuAuA Ne oY
4.5.1 ywnegeuazeidieunesiongldlnlidesnin. .. 12. . weauluainudweu
4.5.2 ymnaedfidaey agdesdsdiuinmegluiusemansnsalinssienjuiidaey
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4.53 ﬂizﬁﬁwmaiwmiﬁwmsejuﬁ'gatiww?‘ieimauLﬁaéamaﬁmswﬁ@mmw MYIIYNII9E
viwilsdesoseiiodns lneflauesa(uieefosdsewindnaus univiessns
dwmyalinnesiuazlugiuiiaveumldtrenifeidedunisnsisiinamesiquam nsdli
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4.5.4 flanesim(@urs)azdeciudsundlonlndnunery viodedansidenaninde
Usgmslaqreurvualagliddouly

4.5.5 nsshdugniideafiuinmnitgamnd 2 - 8 ssrueaduadosiionasuansirfisuumsiiy
wazdndsendu cold chain system ﬁié’mmgmmmé’ﬂmm% Good Storage Practice
(GSP) wag Good Distribution Practice (GDP)

4.6. 1ONANTOUY
4.6.1. nseldusniidesaratenaz/vsoloaeneuld doulnanIsANwIAIILASENNTEINTS
avanguay/v30i3991 Tudivhazaienee) Asuiulavdenadastulenalsiiue
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4.7.1 n3flnanisgunsiadinseierlannsuinermansnisunndldilduluniuuinsgiu
Yarfinvug
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