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qmé’n‘emztamwmm
Pemetrexed 500 mg/20 mL concentrate for solution for infusion, 20 mL vial

. Y981 Pemetrexed 500 mg/20 mL concentrate for solution for infusion, 20 mL vial

. AuauAnalY
2.1 juuuu \Duansazanela Lifidddvdessou viowdeseander dmsudadvasn
\Honen
2.2 d@lsznau  Usenaumesien Pemetrexed 25 mg/ml Usuns 20 ml Tu 1 vial
23 awurussy  ussglumrusnespudmiuusTqenande Yestuuas wazanudy
24 281N - szy@osn duuszneudendifyuaranunss Yusdn i’ué’umq \avTinGn
waziawnzdeuisuenlisgadniauuuussyiue
- yuMuzUIIIeEeeefassyydesmiedeniamsfn dwlsznauuas
YPUINAINLTIVBIE LaUTIHAR 5’u§um&ﬂ%’%‘fmmu

. AauaNUAnIamAila
3.1 Finished product specification:

U2 Test Items Specifications

3.1.1 | Identification Complied with finished product specification

3.1.2 | Assay 95.0% - 105.0% of the labeled amount of
Pemetrexed

3.1.3 | Uniformity of dosage form unit | Complied with finished product specification

3.1.4 | pH 6.6 - 7.8
3.1.5 | Sterility Complied with finished product specification
3.1.6 | Particulate matter
-AYNIAYUINZ10 um Not more than 6,000 particles per container
-AUNATUIN225 um Not more than 600 particles per container
3.1.7 | Bacterial endotoxin Not more than 6.0 IU/ml

3.1.8 | Related substances

N33UNT

- Impurity A Not more than 0.2%
- Impurity D Not more than 0.2%
- Unspecified impurities Not more than 0.2%
-Total impurities Not more than 1.0%
o]
. > = Do i e AR
(Wey. Twgn 1n129A) (Wey. 2556l 1ang89)3) (NEY. 291591 WavLuw)
K T?.?.?;M ............... Brirend @W‘Mg) ................. GPU 1233283 [V2510]
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3.2 Drug substance specification:

U9 Test Items Specifications
3.2.1 | Identification Complied with drug substance specification
3.2.2 | Assay 97.5% - 102.0% (on the dry basis)
3.2.3 | Bacterial endotoxin Not more than 0.17 EU/mg
3.2.4 | Water content 7.1% - 10.3%
325 |pH 75-8.4
3.2.6 | Heavy metals Not more than 20 ppm
3.2.7 | Enantiomeric impurity Not more than 0.3%
3.2.8 | Related substances
- Impurity A Not more than 0.15%
- Impurity D Not more than 0.15%
- Unspecified impurities Not more than 0.10%
-Total impuirities Not more than 0.6%

4. Jaulvdu 9
4.1 wnansmslasuaygyntungilousinsugnedmieludsunalve uazduns (declare) unaa

4.1.1 luddynstunaous3uen (e.2 ve.3 ne.6 wio 82 udusinsd)

0.1.2 Wéwetunzdou ve.1/8.1 vesefiiauesia wisuswanduaidenismunu
AL NYBIKANSTINWATuNETEU (finished product specification) wazdan MUARAUAMYBTINgAY
(Drug Substance specification) ﬂsfiﬁagjswdwmsw?{auLLUaaLLr’flmﬁmﬁu WADIUUULBNAITNITVD
uAlw (8.5) W Saw finished product specification Waw/w3e Drug Substance specification

4.2 NATTUTOWINTFIUNTNENEN

4.2.1 nadifewdnlulsemalng guansesdiduuinwaionisdosuseannsgiunsndne
AUMANNAITISNSARLUNISKEREN PIC/S (Pharmaceutical Inspection Co-operation Scheme) 1ng
Wia1U PIC/S participating authorities ¥3aillenansuUseaINTFIUNSHARIIMAUMENINMTIWALITNNTA
Flunsnan e wesdinaILANYNTIINTEWNTUAZEN NTENTIAN1IAAY Tervuniulasdimuaenndes
uagvinLiguundninasiLagIsnsiRlunsnane PIC/S lumnagiilauene atuaigaauseuns
nsnasulneinanssusesieiuiiusemausemnsiadidnnsiind

N33UNTT

(Wey. Twgn Tn129) (Wey. 2556l Lag8IY3) (NEY. 29150 Wediuwn)
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4.2.2 nsdimdugnininniasana guasdosdisnansiusesnnsgpiumssdngiany
WENNAIENTIRLLUNSKEREN PIC/S (Pharmaceutical Inspection Co-operation Scheme) lag
WB9U PIC/S Participating authorities aﬁuéwqmmmaumsmwaa‘u‘[ﬂaﬁmams%’usaﬁﬁuﬁﬂszmﬂ
UssmasiandianinsiindvienasnatgTwudusnsed

4.3 LENANIAMNNYBILTLALDTIN

4.3.1 HANIINTIVIATIEVAUNTNNENTTIVRIHER (Certification of analysis of
finished product) IUEJW‘;:HVI'?{'Q(;]"JE]EJIN

4.3.2 wansiasieiaunningauvesiaedidsy (Certification of analysis drug
substance) MAlunsuaneguiidaiusogwiwesuansuasnaningiu

4.3.3 lanansnsenangiududuanuduiusseviegunsuanvesingiuvessinendfgy
(Drug substance) ¥ 4.3.2 fujunsnanveswdnsusidnsagy (finished product) 4o 4.3.1

4.3.4 wan13AnN®Y" Long term stability @11 ASEAN guideline on stability study of drug
product maam*zf'mmqmaamﬁ'té’%umLﬁauﬁﬁ’ué’wﬁfnmuﬂmsnssumsmmmasm NIENTIEI1TUGY

4.4 $Rog1NeN

4.4.1 fauean Aesdsmegenegaiey 1 mirsussyiae dadudunuans

seazidealdasudumuiitmualuidenuauiivhiudesunigly 5 Fundmnauesa
4.5 MyUsziuAuMETTideioy

4.5.1 eriidswsusieaiiongldldlitosniy 1 T 6 ieutiuainiudsey

4.5.2 gwnnnfidwey wfesdsdiunnmmeluiusemanismsniiaseieniuiidaey

4.5.3 nsdiimiemsvinsquiiegeniidaeuilodinsaiinszsinanm e
swnsasvimilidedesveiiedn Inefuneasdedssnfindnauduauiimeensdmnaiinmsiuay
HuiuRnveumlidenineadedunsansiinseiguaw nsdiinuhenliduluaunudnvuzians
MiETINTVEANUANS liFUTIsaNsiaueTImeIRinanYes fueuay/vierkanlunsasely

4.5.4 fueagdsiuasusidesndnuneny vialleiRamsidenaningiousznisla
roufmuslagbifidouly

4.5.5 szuumsiiuiazdndsoniildiinnsgiunamdninest GSP (Good Storage Practice)
uay GDP (Good Distribution Practice) Inguanaonaisusznau (Wuanaonaisiildiunissusesseun)

4.6 fauesian (fune) Buseslsionidndyaneunsuimundal

4.6.1 n3tivamsdueTRTaT s innnaivemansnsuwnduieresufoinisiils
WMIFIU ISO/IEC 17025 wan13nsa9dnseviliilulumuunmsgrudeiivung

4.6.2 nstindnsusissinignidonituiuanissmanalnedinnuanenssunsemis
LLassn'lmmnawaaﬁmmms%a%mEJ

1.6.3 nydinuilymamnmanaansusiienvdmarieysyavsrauazanulasndesio
Fuaeflasuen
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4.7 s wmsveanudnsisuiansundndueisnivsyiigneniiuAulaedinay
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AMNsUNIsoIMIsHarenlusyeziian 1 UnawiuduenansidussnAInsInsansal

5. NM5UsELUAUSEANSNINAD51A1 (Price Performance)
a ¢ a a a \ a
SIUALLDUALAANABNANTAUNUNUTLRUUTEENTNINADTIATNWUUNN

HIUNTTTUTDIAIZNTTUNTAIANBULIAN LD
Pemetrexed 500 mg/20 mL concentrate for solution for infusion, 20 mL vial

N33UNIS
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5.naueiuseliudszansn msasian (Price Performance)
Pemetrexed 500 mg/20 mL concentrate for solution for infusion, 20 mL vial

T : S e
AuUIranuasuIvunAzUY . i .
Auusuan UTNUNAZLUUY

1.579P17aue 40
2.qmmwLLasQmauﬂ’ﬁﬁﬁuﬂsﬂwﬁ@iama'mims 55
3.M3UINNTNAINTTVE 5

' Sruavun 100

fausuaniiz: grunmuazquantAnduysle

AUU5599 uwinAziuY
LUWIFIURARS U 60
211935 UBIUHURNT 20
3 AruanTATidaUsElevnanisUFoRan 20
Rt 100

1.67uUs50901: W

1.1 mssusesgunmuendndast (@ 1 Tu 5 Azuuwdu 100)
(n) Wueeglulydsenisernaniwues WHO List of Prequalified Medicinal Products
() Wueneglulydmedendndusiernauninuazguan (Green Book)
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