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Qmé’nwmzquz‘umm
Pemetrexed 500 mg powder for concentrate for solution for infusion

Pemetrexed 100 mg powder for concentrate for solution for infusion

Foen  Pemetrexed 500 mg powder for concentrate for solution for infusion

Pemetrexed 100 mg powder for concentrate for solution for infusion

AnsuliATly

1. sUuuu Husauss Unennidle dmsudadmaenden

2. d@uszneu Tu 1 Vial Usznausie Pemetrexed 500 mg ey 100 mg

3. AYULUTTY - U33glunTurUTIendaUsanite

4. aa1n- - syyienn daudsenoumendduaranuuss Yundn Tufueny auiindn

waziavnzdowinsuen Magadaauunussysdiom
- UUNIYULUTINE0E NTBEADISTYTRMITBTONINNTAT dIulsenauuay

YUINAINBTIVOIET LavTinGe TuFuene Lidaau

3.auauUAMamaila

Namim%ﬁLﬂﬁwﬁ@mﬂ’]mﬂulﬂmu finished product specification Wae drug substance
specification ig138sa1nundrsiuatuieatu Jdldvanedeusodinaunnenssunisensuay
61 N3EVTNASIIAgY Haiindusuiligdsieniuatuiifisuninielminiunsgundyhiu
Tadn3unils madszn1AnTenT9a151TMEaY 1304 STURITI87 WA.2561 asiudl 6 Fulau 2561
(asUsenAlusivfinayunwIuil 12 auaius 2562) wazUsemadiandy (3es szysise @Uuf 2)
W.A.2562 asTuil 3 n3ngIAu 2562 (asUszmAlus1vRayunwniuil 26 nsngiA 2562)
Usenausie

1. fsrevessendlne atudl 2 @udl 1 e 1 wazatuifiadia (Thai Pharmacopoeia I,
Volume [, Part 1 and Supplements) %ﬂ%@ﬁmﬁmsﬂizmwmﬁ’ﬁmqm

2. dsunasgruenaulnglvg w@ufl 1 1au 2 @il 3 w@ufl 4 uazatuifisndy (Thai Herbal

Pharmacopoeia Volume | Volume Il Volume Il Volume IV and Supplements)

A9...
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3. dnsmnsgruenayulnslve we. 2560 wazaduifisify (Thai Herbal Pharmacopoeia
2017 and Supplements)

4. frs13umesuurwrarsulale aduiiuiadsdl 5 wazatuiiiudy (The Fifth Edition of
The International Pharmacopoeia and Supplements)

5. s anlalovesanizewing atufinsiadad 39 (a.a. 2016) wavatuifiudy (The
United States Pharmacopoeia, Thirty-Ninth Revision, and The National Formulary, Thirty-
Fourth Edition and Supplements)

6. FrUsRurhsulade adu a.e. 2016 w@udl 1-5 (British Pharmacopoeia 2016 Volume 1-5)

7. g151usRsnasulaldy (@maunnealans) atiu a.e. 2016 (British Pharmacopoeia
(Veterinary) 2016)

8. imglsiounfiniade atufiuindsd 8 (a.e. 2014) wagatiuifiandy (The Eight Edition
of The European Pharmacopoeia and Supplements)

9. grawhsunladevessemadu adufinsindsdl 17 uazatuifiudu (The Seventeenth
Edition of The Japanese Pharmacopoeia and Supplements)

nsadiuTNgsiselag (non-official pharmacopoeia) TarimunraeLTAmanatia fassvnaune
universal test Wag specific test mwﬁaﬁmumLLazmmgmﬁ"ﬂU%mmﬁLﬂiﬂsﬁﬁﬁmuml”ﬂuﬁﬁﬂm
ﬁm%’ugULLuumﬁfuq (general requirement for dosage form) ¥3amukwIU TRV The International

Council for Harmonization of Technical Requirements for Pharmaceuticals for Human Use (ICH

Guideline)
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1. dwuenansiifuen mulneuas/vienwdngy Alddufudinnuanenssunisemisuaze
2. duluddnstunsiSoumiue (Wuu ne.2 15 ne.3 wie 8.4 vie 8.2 udusinsd) ndll
nsiasuuaudly Wuuudundweudludsuulasnndeudude
3. dnundweTunsduuiiuen Wy ve.1 vie v.1) nieudormuniasyuvesantusiondifasy
wagIngAuied@Any (Drug product specification uag Drug substance specification) iy
neilould Tnadosusenausme
3.1 IngAusiendAzy (Drug substance)
3.1.1 dnudormuaasgiuesiagiiviaendidy Aunandeulifuddnnuemenssums
DWITHATY
3.1.2 dwunderinuaunnsgruvesingiuserddy Tusmeifldgedsdunstunaden
(amznsahdusnidormunuinsgiuvesingiviend iy THsunisuseduie
(official pharmacopoeia)
nsdlilegszwinwedsundauileisiinsginasdeivumnasgulfaonndesiumsnei
UsgN1ATUI0asad191818gased1nuANENIINN1TeIMIskaze IuuudiuidA1veuily
WasuuwUaswmSeutugie TnoTuiivewdludsuntas lidu 2 U fufeiulssnadyeiuaussien
mnfuiivewdludsunlaniu 2 YHudsTuUszn ATy vILEuesIAT fveudluUBsundasiuges
lpsumsendAandinnuamugnssunseImsiaze 1k’
4. A e UTeunRITIUNMIARE N AVANNAIAEMINFUNIKERL (Good manufacturing
practice (GMP) luvsnailiAendesivuingaumend fy warenilaue @iusgamuseumsnsiaaey
lnedaaglutianainisiuse) lnedesusenausmie

[ a [

4.1 dnumifidedusesunnIsunsnangmumdninaueiisn1salunsuanTngAudendidy
(Drug substance) 7il#¥UN55UT0INNLANATEIL WHO-GMP viFeifieuivindueestion

4.2 dnumiedoduse sunnIgIUMIHARE I AMANINAeI BN UASNARNER S s 595U
(Drug Product) Al#3un153usesnnigiu WHO/GMP viaiisumindusdieios
4.2.1 guisndndamiendnsagy (Manufacturer)

£ 1 a [ 3 . Aa Y a o [ I | = a 1o
4.2.2 RUUSUTTQHARNNN (Packaging) (RN IUNKHERLNE NI 9 ULAEHIUSUTIIN 1T BIaE DY 1)
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5.1 NaN13RTIVIATITERNNNERSueiedNTIgUVesHER (Certificate of analysis of finished

q

[~ LY ]

product) Tugngundadudieg
5.2 HaN1IATITRATIRRAUN N INgAUTBIFIEd1Aey (Certificate of analysis of drug substance

[y a

nldlunisndnensundadufmegmmesndneuazininingau

q

1Y

5.3 LNANSVs VAN B USUAINANTUE eI 1TUNIHER VBTN AUYR LAY (drug substance)
1 5.2 fiugunisnanveandninsiend 593U (finished product) 98 5.1
5.4 Han13ANY stability 91U3U 3 SUNTWER InefeUTEnaUY
5.4.1 @UUNDNANTUAAINANIIANYIAIIUAIAT S282817 (Long term stability data) aaonwls
awqmaaawﬁsﬁumLﬁwl”iﬁ’uﬁwﬁfﬂmuﬂmzﬂﬁiumsmmiLLazmﬂizmaqmmsmqm
5.4.2 FUUNINATUARINANTANYIAINNAIFIlLANTITLISY (Accelerated stability data) 1T
seevlan 6 Weudwiukivesndn 3 Junindn
5.4.3 nsdhueiidesararendedensneuld fesinanisnwainuasaninndinisazans
voideandludivhazanesneg asuduaeandesiuteyaiiszylulenarsifuenduou
Lideendn 3 sun1swan
5.4.5 nsaldldgrnuluu (Original drugs) M’%’ejmﬁlé’%’umssmﬁuiai(ﬁaqﬁﬂﬁﬁﬂwwmﬂ%mmga
Y8381 ABILAAINANIANYITIAUYA (Bioequivalence) WUTgULTEUAUEIAUKUY A1

vaninauuaziUf URlumsAinundauyavesenandauesidnnuangnIsunse v uase

NITNTNABITUGY sadulumudervunanina (USFDA,EMA,PMDAWHO,TGA)
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ALLLUY Performance

sauAzRUURaLA (Performance) : wuailu 100
n. ansﬁqmmwﬁ'ﬂm (General qualijty criteria) 30
. ansﬁ@mmwmww (Specific quality criteria) 50
A. inausinuanTAniBauseTviientsufineu 20

fo8azva9 performance 80%

[
LNEWTN...
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IneNN15UsEIUUSLENS A TNABS1A1 (Price performance)

1. 30sgIUREAAUT (AZUUULAL 80)

n. nasinuA NIkl (General qualijty criteria) : ATHULAL (AZWUUAY 30 AZWLL)

AauUs3a9il 1 Mnsgulssnundn Iipsuuudanggadame

(AzWuUULAL 100 = Wnminezuuusesas 10)

LNAUINNITNINTUNEN

yindagay

AZLUULAL

(AZLUUAY)

GMP-PIC/s

1. 1599uKEAlATUNITUTDNINTIUNTHENYINUNANNAIIENTNA LUNSHENET TILIZUNITTUTEINNUNINTFIY

[ a Y o w

- lssnugnandngiuimend ity (Supplier) 1asunssusesmnuinsgiu GMP-PIC/s

q o

- Isanududnndniaueisdisag (Manufacturer) 1aSunisiusesnuannsgu GMP-PIC/s

WHO-GMP

2. T5anunaaldsunsiuseswInsgIunIsHaneURENINaEI3N15NR lun1sHEReT IldTuNsTuseImINNInsgIY

[ [

- Issugnanngauiend ity (Supplier) 1asunssusesmuunsgiu WHO-GMP

o

- Isanududnndnsiaueiendisag (Manufacturer) 1a5unisiusesnuunsgiu WHO-GMP

= P %
U UBNLKUDINNUD 1 ey 2

3. T5991URAAATUNITTUTBIMINTFIUNTTHEALIAURANNAIN ITNITNAUNTHENYT NLATUNITFUTRIMNNINTTIY

a o a Y o

- Issnugnandngauienddty (Supplier) lasunmssusesmnuuasgiudus

o

-lsaugndandndueiendisazy (Manufacturer) Tasunissusasmuunasgudue

FAUATHUUAYU AIMUTION 1 : AZHUULAY

A LUT5099 2...
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Aauls3099 2 wnsgrundndue Mazuyudangigadamea (Azuuuiy 100 = Umtinasiuuiosay 20)

WNEUIINITNAITUNE

AZLUULAL

(AZLUUAY)

3. nsdilildendunu: Wuendeeglusenisiy® Orange book vasUsumaaniganidn (Wiuans
wanguInduxdndaeiindnunainlsesnudninuandiusietdisagy (Manufacturer) WWeafufiy

nanfIINImingagluanigaing) w3a Green book vasUszmalney

* gudugrdusuudaiilansuuuiiy

4. dayaatiuayu AnwnIeAMNNYBINEA U

4.1 NSANANNUN_BIFUUY: T51899UNSANYINIAATNTNLEAIDIUSLANS NNk lunIg

SN aRRUNILUINTANTN NSNS NI B Ys UL ALY

4.2 nsad_lailaenfunuy: 15189UnsANEININAALNNUIUBNDIUSEANS MU USIAULUY
58 S189UNSANYINIAALNTLEAIDIUTEANS N MwaL/MSaruUan 88N iglun1ssnY ad
ARUNLLINTESNINSHNENUL TR s AuaNANwngTLly TaedinnsAnwinneadtinduses

Wisuwiniugduuuu (Gendeladenils mndluinnii 1 wde Tidendeiliasuuuuniign)

n) 38n1s@nwnduiuy Randomized controlled trial wagin1sARuWlLINTa1TN

MswnngNUaiasyAuaALLnngvuly

9) 38n15AnwduwuU Non-Randomized controlled trial kagiinsANUWLLINTENS

NI TNNENULY B sEAUANNANLN gL

f) onsAnwduluy Comparative study wuu Cohort study wagiinnsanamly

MFESNNNSHINNINULTT ST AUFNN AN NS TULY

1) 8nsAnwndunuu Descriptive study Wuu Case report or Case series (578974

HUa8) waelimsfifiuilunsasmenisunndnundeiiossivanauunmgyuly

2) Wleday n.) ¥se U.) 50 A.) 58 4.) NhITNTARLNILINTANTNNITUNNEN

YnTaiasyiuauauwnng Iyl

a o = <
FAUATLUUAU AIBUTIDM 2 : ASLLUULAU

ULNUNALNN ..
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. ansﬁ@mmwquz (Specific quality criteria) : AZLUULAYN (AZUUURU 50 AZLUL)

AauUs5099 3 waigatamnwvisdaiusamanisaaTent (nsallslyenduuuu)

WNEUIINITNAITUNE

#indogay

AZLUULAY

(AZLUUAY)

1% ananlnnlssnundnlinisfusesnasgumInanenamdninasiisAmunsuaneildu
N135UT09ANUNINTFIU WHO-GMP, GMP-PIC/s wazdin1snagauenainiasufifinis 3rd party et
$useansy I GLP wieviesUfiRn1siiinuanmsgiu ISO/IEC 17025 MunsnaaeusIanmiaguil
gousulusgduanna ILAC MRA and Signatories (International Laboratory Accrediation

Cooperation Mutual Recognition Arrangement and Signatories) 30 Wusnduuuy

578N 5NAFRULIN

N.Assay or potency

9.ldentication

A.Uniformity of dosage units

4.Dissolution

9.Related substance 38 Organic impurity

319NTNAFDULIAN

N.Assay or potency

9.ldentication

A.Uniformity of dosage units

4.Bacterial endotoxin

9.Sterility

2.Related substance %@ Organic impurity

.pH

9.Particular matter

SAUATHUUAY AILUTTDIN 3 : AZLUULAY

ALU55099 4 ..
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AAUUTIRIN 4 KANGIUAMUNINATITANYIAINAIAT

Y

WNELIINISNAITUNE

Yindoday

AZLUULAY

(AZHUUAY)

AUNBNAITUARINANITANBIAIINAIY (Stability data) 9117U 3 FUNITHAAAIN ASEAN
guideline naonYI9018v0e1NTUNEITeUlY dosdiAmuuinsgiuniunmuualy shelf life
specification ¥nTunziisudiueutesnit 2 U fodilonasuaninisanyInuAIan Ny

SanSausrereliteenia 6 ey

1. @NULONATUARINANIIANYIAIINAIAITEEZY17 (Long term stability) ﬁm‘um’mmqm

Arnualiuuaann/nan S

2. EUUNDNEITUAANINANIANIIAINAIRIIUAN1IZLSS (Accelerated Stability data)

3. duenansuanINan1sAnwIANAIivazidald (In use stability data) lawzenmdald

5 v Y 1@ . 52 a v dy
waease (@1edbalididy multiuse lufpsAnAzuuudail )

4. @LUBNANTHARINANITANYIALAIITEEZE1 (On-going stability data) Udngm 1w

1 SUMSHER

a Y = <
FAUATHUUAU ALUTIDMN 4 : AZLUULAY

Aauls3a9i 5 waigatanuwinieslunmsineduenduiuy (nsalldldenduuuu) (Gande 1 vwie 2+3)

lgdwmSulssinneniiszydndasin BE aiuusznd a.e.

1. dnenansuanansAnyIANaNyaTasHansiueien Bioquivalence) hagHANIANE
BE Wulumudarivusaina (US FDA, EMA, PMDA, WHO, TGA) wasvinmnunaaiainandasvin

Wi (Wnnzeall)

1.1 Bsfnwdeadulumuinaeivazuuimajiilunsfinvidiauyavesiadiyues
AMYNTIUNITOMNSHAZET warvenanadnsiilifenludUisuasyillunnie steady state two-way

Crossover in vivo

1.2 BnstnwdeadulumuinasivazuwimsjiRlunsfineidauyavessiaiyves

& LY a
ANENIIINTRIMNILAYeT Uaviluenanalnsgunni (healthy volunteer)

a o

2. dnviangrunsaduildsug1¥ring(interchangeability study: ICS) lanze¥ringngsen

P

TUsfu(Protein therapeutics)[§1il]

3. duuwansindusdringadnends (Biosimilars) wiednumdngiuanuseuiisuiuls

(Comparaility exercise; CE) La‘wwm%ﬁmq ﬂﬁjmaﬂﬂiau (Protein therapeutics)

FINALUUUAY AUUTTBH 5 : AZUUULAY

ALU55999 6 ...
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A7UU5I89 6 5I8NFNEUBLATHIUNITHINTUIAMNINIINAMLNTTUNTINFUNTTULAZNTUTA

¢ a
LNEUNNITNANTUNYN ATLLULAY
v Y 1 Q
Wavatay (ASLUUAU)
MenslausAgEuMIRNTIALAMINALEN TN TAdINTTIRAzMsUITR (uinezuuuiesas 10)
FIUALUUUAY AUUTTR 6 : ATULUULAY
4 wa a é‘; ¢ a wa < a
A. InauIiRENUANBaUs e lAaNITURUATIU : AZULUULAY (AZWUUAY 20 AZLUL)
A58 7 AMBULUTTYNTURFSUAZUTIRN U
¢ a
LNEUNNITNANTUNYN ATLUULAY
o/ 174 [l =
Wavatay (AZHUUA)

o [ & 1 ' o

1. fdnyIvuRaINIYULUTIITIdUREELasUIIIMY e1ude datau livigaaen numenisnseunn

(W3suiisuusiazu3en Afaaldhu)

2. vsssiuandesiunamne wiedes (anzeidesdeosiuue)

3. gnudinussgeglunnsiinainszylesn wie FonsAn daulsenaudiendify AL udueny

wazqumswan Liagedaaunnidn

2 . < U | 1 - .
4. gdadl Imprint code UULINGN FI8RDANTUNY (Identification)

a o i <
FAUATHUUAU ALUTIDMN 7 : AZLUULAY

Aaulssasil 8 uasgrulumsiaiuuaznsuuEs

1. flonansfiuansdaasgiulunisdaiven GSP

2. fienansfnanatiannsgulunisvudse g GDP

SAUATHUUAY AILUTTDIN 8 : AZLUULAY

ALUI509N 9 ...
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ALU5589% 9 ANUAZAINTIUNISHARD

anusv‘imﬁﬁmﬁzu'lm

yindagay

AZLUULAY

(AZLUUAY)

1. Jwasnsnsusem e FAX W3

2. fidaamanisinge weldazaintunisine

FAUATHUUAU AUTI0T 9 : AZLUULAY

AU55897 10 UseaRn1591a8e

1. lifiuseiRenvndslusautiniuun

2. fiUsyTRenvnaalusouUTEIuLN

3. UStw/gune Milieefnsieunneu

a o =] <
FAIUATHUUAU ALUTIIMN 10 : ATHUULAU
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