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3.1 Finish product specification”"(z)
amdnianmane USP 38 BP 2013

1. YRanmdaedey 90.0 - 115.0% of the L.A. of Doxorubicin HCI | 95.0 - 110.0% of the L.A. of Doxorubicin HCI

2. Identification ATIAY ATV

3. Sterility AN ATIWU

4. Bacterial endotoxins NMT 2.2 USP Endotoxin U/mg of NMT 4.4 1U of Endotoxin/mL

Doxorubicin HCI (solution 2 mg/ml)

5. pH 25-45 25-35

6. Volume in container AT ATIHU

7. Related substances - - the area of any peak corresponding
: NMT 3%
- the area of any other secondary peak
: NMT 0.5%

(39%a) /_‘Ov-——“ ............ ATINNT (3978) ........ \_j[{ ..... “{ ol NITNNT
(WHNENIUIN nadTes) (WWEMMIF B1uu1a)
b

(| 4 =
B IN1/s1an15n1 'l‘fﬂ"324/2561



(142

Finish product specification (GiEJ) )
 amsunfamanaiia . usP8 o . BP2013
8. Particulate matter ATITMIN ATIVHIW

- BUMATUIG > 10 pm
1ai1Ain 6,000 auma

- ﬂ‘léﬂ'lﬂ’ﬂu’l@] 2 25 pm
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3.2 Drug substance specification : Doxorubicin HCI ™?

; Qmaaaﬁﬁmumﬂﬁn USP 38 BP 2013

1. U?mmﬁamﬁﬁﬂ”{y 98.0 - 102.0% of Doxorubicin HCI 98.0 - 102.0% of Doxorubicin HCI
(anhydrous substance) (anhydrous substance)
2. Identification ATIVHIU ATIVHIW
3. pH 40-55 40-55
4, Crystallinity ATIINU -
5. Related substances The total of any impurities : NMT 2.0% - Any Impurity : NMT 0.5%
6. Limit of solvent residues - Acetone : NMT 0.5% - Ethanol : NMT 1.0%
(as acetone and alcohol) - Total of acetone and alcohol : NMT 2.5%

7. Water NMT 4.0% NMT 4.0%
8. Bacterial endotoxins - NMT 2.2 IU/mg
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3.1 Finish product specification™®

1. YSanmaagndnaty mmmumuﬁ'ﬁquu Finished product specification
2. identification ma’«amuﬂ’mﬁszqh Finished product specification
3. Dissolution ﬂ?’)’«)&i’mmuﬁizylu Finished product specification
4. Uniformity of dosage units mmmu@l’mﬁi:yh Finished product specification
5. Impurity (Degradation products) m’aﬁwhumuﬁsquu Finished product specification
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1. USunudrondany mnmumuﬁsquu Finished product specification
2. Identification mmmumuﬁ'izﬂu Finished product specification
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4. Content uniformity G\i’aﬁlmumuﬁiquu Finished product specification
5. Impurity / Related substance @S’Jiwi’mmwﬁs:‘lﬂu Finished product specification

WABLUG 1. nadifeenadeuusannin (waive) manTnseviieTeunisle ‘Lﬂ”ﬁun&mtanmwé’nyuﬁandnﬁiﬁfuaw"@61“’321
2. Drug substance specification Wa13m13n1u3 Lﬂ?’l:ﬁmadgwﬁm drug substance #3alu3LATEW drug substance 289
Aruiaendnsagy avuleatumils %oﬂm:maﬁmsw*ﬁmumﬁﬁaﬁﬁwu@
3. nmmmauummamﬂuwaammamn@u f81989lwmndudniuen wdmInTlinnsivasisuenanlinseiy
s Tumafilsaneuayszma waliiAemus e ‘lumunmaﬂwmmammnswmsﬂsmmﬁmm

dawnludu g
1.ﬁmmmwﬁ'\manmims"l,@ﬁ'uagtywﬁmuﬁwﬁﬁ%’umﬁ admihelulsmelng uazduas (deciare) unasaa
1.1 luddmsiunzdeaudium (NB.2 N8.3 N84 UFIUANTEL)
1.1.1 luns@fiduenfindalulszmetng wanofls ne.2
1.1.2 'I.unsrﬁ?ﬁﬁumﬁnL'zTﬁLﬁianmLﬂamﬂq wnpie ne.3
1.1.3 lunsdifidusihdhandasena nunei neL4

................................................................... UemMuamenIINNIg
(Winastd Aarasoue)

4 % o {
G 12) N NITUNT (89%9)......... sjﬁ ....... LA nIIUNT

(WHENIWIT NadTed) (WI981IM3E 13a)

wini1/9en19n3 qﬁﬁB24/2561



12 ludvetunadouen ne.1/0.1 vasenilEuamm wiaunuaziBsavadansmugug mnwees
naasieuAdunadow (finished product specification) useTariruag N WIBIIANAY (drug substance
specification) nsfﬁﬁ'ag:s:vdwmnﬂ‘é‘wuﬂaum‘”l:uLﬁ'uLau dgIunULaNITEUUINWGILNNSVaLA t (8.5)
NIN3Bu finished product specification Waz/%38 Drug substance specification lagaur lunauindsena
Uszmesendidnniafing wazlaiiu 2 9 o Wudszmadsznianandidnnsafing
2. 19NATTUIDINATTIRAITHAA LN

2.1 n3dfisndaluwlsznalneg Qwﬁme'fmﬁtanms%’usaammgmmswﬁ@mmwﬁ‘mnm‘ﬂuazﬁﬁnﬁﬁﬁ
lunsu@aen PIC/S (Pharmaceutical Inspection Co-operation Scheme) Tasniazau PIC/S participating
authorities  ¥38 HlanmITuTasNAsFIUNIINAREIAURINLN LA AT NN IRAlUNTHAA BN BaIE N
ATRNITUNIIDIMITURZ BN NTENTHADITHEY Fartmuadulasdanuseansasuasiafisuniunaninusiuay
SEmsfatunisnaaen PIC/S lunuiapnfilguans avvigaausaunsanasoulasfinaniusesiieiu
dszmadsenmanandidnnsafing

22 nsd@finemingranelszne HnAadasdianmIusesnasyunIndasamamaninariuee
"3%n’15ﬁ51un’15u§@1€1’1 GMP %38 GMP/PICs (Pharmaceutical Inspection Co-operation Science) laswaean
PIC/S participating authorities 217181§@ ausauMsasameulasdinanisusestiviutszmeatszmana
Bidnnsaling wiearganaadw usiudnsd

3. tanmsqmmwmaamﬁtauasqm (Fnwimnang)

3.1 NANIAT AN mmwwﬁﬂﬁ'm‘ﬁmﬁ’lﬁ%gﬂma\‘l;j'wﬁm (Certification of analysis of Finished product) 14
mjuﬁduﬂud"sam

3.2 uanIasdlanziganwiagduvesdendey (Certification of analysis of Drug substance) Alglu
mswﬁmmi;uﬁ'ﬁaLﬂuéﬁa:mﬁgwao;gwﬁmu'u,ngwﬁmfmqﬁu

3.3 lanaIwsenangududuanuduiusizniiummaavesingauyadamndeTy (Drug substance)
78 3.2 fugunInaavaIndasiteisd@niag (Finished product) Ua 3.1

3.4 luns@idunzfougnanuinnh 2 9 sxdasfinunnweinunan1sénmn Long term stability anuiin
wndulunsDonemusns Lta:"l,@ﬁ'umsaamu%’usaomnmsmngﬁéwmwaau%ﬁ’ﬂ

3.5 lunsdidunadonguntasnii 2 9 wxdasfdusnnmionamIdnsianunsmsasenauias
WadlunsSouemnuges Lt,a:vlﬁfumsmum{mamanmsmn;\«?ﬁéwmwaw%ﬁ'ﬂ
4. A081881

4.1 diswanen dassdaatnisnetnades 3 wihousraiue Fadudunuuaasnsssdvaldasudan
muﬁr‘imum’tuﬁ’ﬁaqmauu‘“ﬁv’fﬂﬁﬁ’m@"u
5. m‘n.ls:r‘i’uqmmwmﬁdouau (w@astanaI N1 znn)

5.1 m‘?idauauéfaoﬁmq'l.’ﬁ"l,@'”hiﬂfaand'] 1 1 Buaniuseneay

5.2 ﬂmmmﬁd\mau a:ﬁaqa\aﬁmmmwmUlué“usawamsmaa’“nﬂﬁ:ﬁmjuﬁdwau

U UA UENIINANT
— (weass Narsue)

B (8938). s

ki) N i nIIUM3 Iznﬂ ......... NIINMT
(WHRIIUIRY  NaITed) (W19EIMIA MYig)

wi2i5um i3 gafiB2412561



53 nszﬁﬁﬁmmwmsﬁwmsquﬁaazmmﬁmuamﬁaz&mnﬁmm:ﬁqmmw RUILTITNITRYIRILIRD
SavvaaaLe ‘[ﬂﬂ@l"u']m:ﬁaaaqmw‘ﬁuSnmwéwmuﬁumUswmsaam’m‘imsw:vx‘ua:Lﬂu;ﬁuﬁmau
ﬁﬁl’ﬁ’ﬁiﬂﬂﬁLﬁm‘ﬁ'aa’l,umsm’aﬁmﬂ:ﬁqmmw nsrﬁﬁwudwmvlmﬂuvl.ﬂmuqmﬁ'num:mm: AUIBTNTNIVD
FOIMEND LR TN MILEUETIAN LR INE IS Q’uwua:m‘%a;‘{wﬁmluﬂ%@iavlﬂ

5.4 Qmm:ﬁaa%’mﬁﬁmumLﬁam’l,mi“ﬂmmq wiallaianmsfeugninalnysznisle g neufinualey
Lifidanla
6. lonansidanladnwg

6.1 mnmﬁtauavlaﬂﬁmﬁmmu (original drugs) ADIIRIINDURAINTINARAL Bioequivalence ﬁLaua
wWisufisuibenduuuy lasiEnsdnmdeaduluaunsninasiuazuwin jodlunsnmdsuyazessn
FINYVDIFIUNIIUA SN ITNNITOIAITURZLN ns:m’ma'lmsmqm(a) Tunsdidunafoudnivaemauuuen
syl (Idaanzidowsn NG) mansosnyiumsuuuianaInsdnsnErauyavasn

7. dlawanan (7o) Busaaldonidndygriewasuimue ait

7.1 nsffmamszﬁmmﬁmsw:ﬁmﬁmnnsu"mmﬂ’lam‘miuw*nﬂ&itﬁﬂﬂmummgmﬁaﬁmum

7.2 nsﬂwﬁwﬁmﬁm%ﬁmﬁgm’%mLﬁuﬁumnﬁaamm@f[mrJéﬂﬁfmmﬂm:nssun'ﬁam'm!,a:m Tugraiamn

vaady ez davzany

7.3 nszﬁwuﬂvzqummwmnwﬁmﬁmm’ﬁmadwa@iaﬁs:ﬁﬂﬁwal,m:mwﬂaa@ﬁmiapjﬂ’mﬁvléﬁ'um

8. mhmwmwaamuz?wﬂ&i%’uﬁmsmwﬁmﬁmﬁmﬁﬁﬂizﬁgnL‘%‘UﬂtﬁuﬁuiﬂUéﬁffmmﬂm:nssums
amsuazentuszazing 1 Dhawiudszmeadszmanendidnnsafing

HNYLNAG) 87198990

1 = General requirement VaINFTETUENTU Finished product 3‘1JLL*]J1J Tablets

2 = The International Conference on Harmonisation of Technical Requirements for Registration
of Pharmaceuticals for Human use (ICH quideline), Impurities in New Drug Products Q3B
(2R) ; Current step4 version, 2006.

3 = ASEAN Guidelines for the Conduct of Bioavailability and Bioequivalence Studies LLa:fjﬁa
mdnsFnszaninauazirauyasaanianineion nasauguen dunauAmENIINNTT
IMITUREEN NIENTHRITITUEY

(89%8) 07/ USTFIUAMENTINANT

uasmud D)

S
4 gz____ ' \% ’
(BITD).vvo o N nITNM3T (aa"fia)............................ﬁ. 20Q....NITUMST
(WHE1IWITT NaITed) (WHEIMIE 1yus)

W3 unsn3 qﬁﬁ32412561



Qv Qs J Qo
s'lﬂaxtﬁﬂﬂqmanvm:mmumufﬁmaﬂa’ﬁn'ﬁaﬂﬁanﬁnmfﬁm
o
taan B24 /2561
] T
78NN 4 Pemetrexed 100 mg for injection

<

muﬂsznmﬁ'wi’mquaiwmﬁ 14 4.0, 7561

15887 Pemetrexed 100 mg for injection

2. ansanianaly

2.1 giluyy Wukssndsenide dwiuda

22 sdszney  Usenaudle Pemetrexed disodium ﬁaw&aﬁ’u Pemetrexed 100 mg lu 1 Vial

2.3 MTUEUITY ussglum’ﬁu:migmﬁﬂﬂﬁﬂmm%a Jogiin

2.4 237 - o fulsznaudIsdmAYLazaNNLTI YUK fuéumq Wwafinda uaziaanadon
dsuenliagedarauunusrysined
- UWMTIRUIIIN ammaumaoswumm FudsznaudInday anuws maumﬁ
WaziATfing®

3. AmANTANNMARA

3.1 Finish product specification""?
1. YSunoaedeagy m’aamumuﬁ's:q‘tu Finished product specification
2. |dentification m’s’awhu@’mﬁsquu Finished product specification
3. pH mmmumuﬁsquu Finished product specification
4. Sterility ATIINIU
5. Particulate matter AT

- a%MATIQ 2 10 pm Laiifiu 6,000 auMea
- 9YMATWIA 2 25 pm LaiLfiu 600 aumea

6. Bacterial endotoxins ﬂi’sﬁlmum&lﬁiquu Finished product specification
7. Uniformity of dosage units AT

8. Water content m’mmu@’mﬁizqh Finished product specification
9. Impurities / Related substances m’sﬁwhumu‘ﬁ'iquu Finished product specification

NG 1. mfifenafoudsnaiu (waive) miomageLSiemzimamsla 'lw”ﬁuuamtanmmﬁ'ngm&ndwﬁ‘lﬁi’uag&a?aéfw
2. Drug substance specification v‘imsmmn‘lﬁmﬂ:ﬁwmﬁwﬁm drug substance w3aluLATE drug substance a9
HuAaenduiagl atuleatunils sﬁoﬁmsmaﬁmﬁ“ﬁﬂmﬂnw’”ﬁaﬁﬁmua
3. nmmmamu@momﬂuﬂmaammamm‘u f898alumnavdniue uwdmsaseliensivesfisuena sty
inFpiumalsaweruayszma weldifansus o 1wunumawmm BIALENTIUNIUIEMA A

........................................................... Uszmuamenssunig
— (Woasme Naesowe)
IR T) W, = g‘ ..................... nNIINNT (83%Ta)........... \jl ’ﬁ%/’rﬂé ........ nITUMS
(WNITIUIT NeeTad) (WHENIMSA TuLa)

w1374 4aNiB2412561



]
8

Ganludn g
1.fs‘hmewmmanmsms‘l@ﬁ'uakmunmi‘fum@ pudusniRasminslutsandlng uszduas (declare) WAFINA®
1.1 ‘luz%wﬁ'zymsm”uwnﬁum‘h{um (N8.2 8.3 NE.4 URINGANTTA)
1.1.1 luns@ifiduenfindaludszinalng anedls ne.2)
112 luﬂitﬁﬁllﬂuﬂ’lﬂﬂLﬁﬁLﬁﬁﬂ’YiLLﬁOUii? (Bueds ne.3)
1.1.3 lunsdiidueninghanandsanamaneds ne.4)

12 lusefunafiowen ne. 1.1 vesendiEueTien wiaungasdsaiitamInunua wTBIREa AT
muﬁ‘z‘fuﬂmﬁ 8% (finished product specification) LLa:‘?Taﬁ'muﬂqmmW’uaafmqﬁu (drug substance specification)
nirﬁﬁastdwmnﬂﬁwuﬂamrﬂmLﬁmau wdsIumuLanmIFNwIMNGen1Tvautly (8.5) NwTou
finished product specification LAZ/NID Drug substance specification lavvautludauiudsznmadszniaman
aidnnsafing uazliiiu 2 1 o Wudsmadsznienadidnnseiing
2. 18Na13TUTDINIATFTINNIHNAAY

21 nsdfimuaalwlsanalng JnAadasiianmsiusesnmgmumaniasnmamdninomiuasitnsiialy
NINaag PIC/S (Pharmaceutical Inspection Co-operation Scheme) Tasvineanu PIC/S participating authorities
w3a flansssusasnnasgiunrsndasiaunaninuriuarifnisfialunisniasivesdnineu
AMINTTUNITOIMITURZEN NIENTWRTITGY Farmuadulasdnnusaandasuasiaifisumunanin el
weAnsAalunisudae PIC/S lunuiasnfiguany atudrgaausaumIaTaseulasdnanisiusas
feindszmeadszmanaididnnseiing

2.2 nsddidiusingreinesssne HriadasdiianasfusosnasumMniamaundninmsiuez
3§miﬁ§1umm§mm PIC/S (Pharmaceutical Inspection Co-operation Science) Taswiaznu PIC/S participating
authorities 217UA"§@ ausaumIaseseulainanissusasiiiulsemadszniasansidnnsefing Wioeny
ARAATW WRILANTTH
3. Lanmmmmwwaomﬁmuamm (nunwninang)

3.1 nansanRilanzigmwkanuwiendiaguuasinia (Certification of analysis of Finished product) lu
mjuﬁdmﬂué’aame

3.2 wamIanvilanziamnninnduvessisndfny (Certification of analysis of Drug substance) Al
mswﬁmm‘iu'ﬁ'duﬁuﬁaaa’wwﬁmaapﬁ'p«ﬁmmuazpjwﬁmi'@lqﬁu

a

3.3 lanaIwiananguinduanudiwuiszwiniunniaresiagduuesdasndaty (Drug substance)
78 3.2 nugwMINAaVaINRafMeiENd1Ta3) (Finished product) 78 3.1

3.4 luns@ifunzdouenanannni 2 § axdasdidisnnmanenanisdinm Long term stability i
vimdnlunsdouenanuaas LLa:"Loﬁ"ﬁJmsmmu%’mamnmsmnpjﬁéwmwaau%ﬁ'ﬂ

3.5 lunsdidunzdougnantosn 2 9 ardasddiun W BNaNSANIIANNAIRITBILAAT BN

W lunsidousuiuaas LLa:"I.@T%"un'\saauw{usaoLanmsmﬂg’ﬁa"wmwaw%ﬁﬂ

(wuase Nansmue)
P 4 xj% ﬂz
[GER) W e ATINNS (E98).coe S AL ' ‘-E—ﬂﬁ ...... nITNMT

(WIRIIUIEN NavTad) (WHENIMIR 1

9

118a)

wifi2imensia gafiB24/2561



3.6 iasnnidunfidasaratrnould daauuUIENmMIURAIANNAITITEIEN MERSINIAL LA ARG 091
éhUmsﬁﬂﬁmm:aummsm'ﬁﬁﬁ'm‘ﬁUﬂﬂ"lummm"m’fuﬁ‘l’ﬁﬁ'ugﬂw uadaInFII LB uadirenndaany
Joyalwanasriiuem
4. @r88198n

4.1 disuanan dasdadiagpnagiaien 3 wihgussanwed Fadudmuniugasnsazdueldnrudiu
muﬁﬁmm‘luﬁaﬁaqmawﬁ'ﬁﬁﬂﬂ%oﬁu
5. msﬂszﬁ'%qmnwmﬁdwan (W&@ALaNEIINITTUYTENW)

5.1 mﬁdwauﬁaaﬁmqlﬁm‘"[ajﬁaun’jﬁ 1 9 fuaniusney

52 U'rqmwﬁdwau '«J:éfaodaﬁ%mmwmU'l‘U%'mmwamsm’;ﬁmﬂ:ﬁm;’uﬁdwau

53 nstﬁﬁ%mm’m'ﬁmsﬁﬁmszﬁwﬁaamamﬁaauamﬁadmiwﬁmﬁzﬁqmmw WU TTMTITYIINIRE

SosveaaLig IG]UQ"’IJ’]U’%:@Ta{lE'i\‘imLﬁ&JSﬂ@’]&l’ﬁ’]%’)%ﬁl%ﬂ’mi’]‘ﬁﬂﬂﬁdd@li’m%mﬁ:ﬁ wszilwifSufiaray
m’lfij“ﬁhUﬁtﬁmaﬁao‘[unﬁsm’aﬁ,ﬂﬁ:ﬁqmmw nsn‘iﬁ'wudwm'l&hﬂulﬂmuqmﬁ'nwmzmww: WUBTITNIIVD
gomin LisuRTIIMsERe I ENGInENIT8s ;‘Tmmm:m‘%asgwﬁmluﬂ%eiavlﬂ

5.4 ;Emm:@i’aa%’mﬂﬁﬂum:,fjam‘lnﬁﬂmmq vf%'aLﬁaLﬁ@mn%‘auamw@”aUﬂszmﬂme] faurnualas i

fidouly
6. fimwanan (dunn) Busaalanidndgainenasuivue doil

6.1 n3dinamsguandereioiinnnsuingsmaasneuwndlidwlemnaspudarinue

6.2 NIHHAAN TUH, mwﬁﬂﬁgnﬁﬂmﬁuﬁmﬂﬂﬁ BINAA LA NNUATENTTUNMTOMAITUAZEN FUT981T89
fyaazfearang

6.3 nsrﬁwuﬂvzymgmmwmnwﬁmﬁmﬁﬁ'awmwadaﬂs:ﬁ‘n%wau,a:mwﬂaamﬁ'mia;jﬂmﬁvleﬁ'um
7. m‘nUswmwaamuﬁwﬁvlaj%“uﬁmsmNﬁmﬁmﬁmﬁﬁﬁs:fﬁgnt’%anﬁuﬁuI@uéﬁffm’mﬂmnssums
smsuazniuszezm 1 Dhewiudszmedszmanendidnnsafing

nanuwme 81989970
1 = General requirement VaILNFBETUFIMI Finished product suuY Injections
(Parenteral preparations)
2 = The International Conference on Harmonisation of Technical Requirements for Registration
of Pharmaceuticals for Human use (ICH quideline), Impurities in New Drug Products Q3B

(2R) ; Current step4 version, 2006.

(weastad NadsSme)

. =N A /,
(BITD).everre o S, NITUMT (89%0).......... \Jl?{ ’*uLu? ........ NISUNS
(WHFTIUIE N8ITed) (WHSMIMIE T379)

wif3munsiie gaiiB24/2561



NYALIDYAA A NHHLIANIZURLNBLDNFITNITIAG DLIBATTT N
P
1IN B24/ 2561
3578719 5 Pemetrexed 500 mg for injection

aalsznadIninguasissah 14 4.0, 2561

1. Bozn Pemetrexed 500 mg for injection

2. anssasianaly

2.1 gtluyy Wukssndmenide dwiude

2.2 fudsznay  Usenauale Pemetrexed disodium ﬁamgaﬁ'u Pemetrexed 500 mg 1w 1 Vial

2.3 MTUTUIN ussqlum'nu:uss:gmﬁ@ﬁﬁﬁmm%a Jagiin

2.4 287N - $911 fudEnoUME EIRLATANLSS TUNER i’uﬁvumq WUAKE waziaunafou
dduen e stanauumuussysiuel
- UWMTUEUSIIEN aa‘wﬁaﬂﬁaoi:q%am frudsznaudlIsdmny AuLs 'Yuﬁvumq
wasiaufinaa

3. AMENUANIINAKA

3.1 Finish product specification'?
1. YSuauanendary mmmumwﬁsquu Finished product specification
2. Identification mm&humuﬁ'i:q‘lu Finished product specification
3. pH maﬁlmu@rmﬁsquu Finished product specification
4. Sterility AT
5. Particulate matter ATIWU

- BYMATIA 2 10 pm Laiifin 6,000 aunA
- aUMALINA 2 25 pm laiifis 600 aumea

6. Bacterial endotoxins mmmumuﬁszﬂu Finished product specification
7. Uniformity of dosage units ATIWU

8. Water content m’afx)mu@l’mﬁizqh Finished product specification
9. Impurities / Related substances Gli’aﬁm’mmwﬁi:q‘[% Finished product specification

WAIAG 1. naifennadeuussnatu (waive) MIaTsLinTRATIIMe ‘lﬁﬁuu,amtanmmé’nywﬁnénﬁ'ﬁﬁi’uagm“ﬁﬁw
2. Drug substance specification Ra13snannly’d Lﬂ‘i’l:ﬁ"ﬂi)d;&'ﬂﬁﬂ drug substance W3alu3LATEW drug substance 89
HnAaednTagU avulearunils f’ﬁoﬁmmﬂﬁmﬁ:ﬁmunnﬁﬁaﬁﬁwuﬂ
3. nsrﬁqmauﬁamomﬂﬁﬂmaamw?equﬁu fddalwnavdiniuen Lmn'lm‘m)fimﬂ:ﬁmm;‘{Lauaﬂm'lajmoﬁ'u
e umuAlsawgatsme eldiAan et W’ﬁuﬂ”ﬂ@;anw‘ﬁwamm:nsmm:ﬂszmmwmm

UsepuamensINng

(wpass Haesoue)

-—
I S soy..... Mo
(CRET) FO e svtu NTINMT (@3%8)....... DA ’)'—fﬂ-fo ........ nTINMT
(WNEIIUIR Na9Ted) (WHENMIA 11%U79)

Wit 4aiB24/2561



]
-

Gowladuq
1.E%ﬁmewriwLanmsms"L@T%’uagnpm‘fumLﬁuue‘i'ﬁf’umﬁ admnelulsanalng wasduas (declare) WA INE®
1.1 ‘Luﬁnﬁ':ymsifumtﬁaw‘i'ﬁmn (N8.2 N3 8.4 uaAnToh)
1.1.1 luns@fduenfindaludszainelng (manefs no.2)
1.1.2 lunstﬁﬁlﬂumﬁwLﬂTﬂLﬁammﬂomsg (waneiie ne.3)
1.1.3 luns@fiduntidrandrsszine (manefls ne.4)

12 ludmetunaifouen no.1/p.1 vasnfiauenian wiaumeasdnarar: DMIAILANA AMWVBINE A T
@\’mﬁ‘ﬁ(uﬂnﬁﬂu (finished product specification) LLa:ﬁ’aﬁﬁﬂu@Qmmwmmfmqau {(drug substance specification)
nszﬁﬁag}s:wﬁnmsmﬁauuﬂamn”'l.mﬁmau ADILBULANFITRUWIMWELNNTVaUA LY (81.5) ¥IwTow
finished product specification Waz/%38 Drug substance specification laguaun liauindszniaydszniasan
Silinnsefing uazliiu 2 9 o Fudszmadsznianandidnnsafing
2. 12NEITUTDINATFIMANIHA AL

21 myiferanulsznalng driadaafllenansisennaspumninsemumaninaeiuas 3Emeialn
mMINAaeN PIC/S (Pharmacsutical Inspection Co-operation Scheme) Taewiasau PIC/S participating authorities
v3a flenmstusesnaspumskiammaumsninomiuaz3snefialumndasnsasdinnuamenssumsems
UWASEN NEVITWETITATY Fonmuatulasdamureandasuasiafisuiunaninamiua: 3 nsaa lumnaam
PIC/S luranaenfiauawney adudgaausaumsasssaulasinanisiusasiieiudszmedsznaaman
Sidnnsafing

22 ns@iifuemindrananodssne HWAadpsllanaTUTBBNaTIUMIKEAeaRa TN uas
SEmsialumInGae PIC/S (Phamaceutical Inspection Co-operation Science) laeivisiieiny PIC/S participating
authoriies 21TUdga museumsasaseulasinamssusesiviudemalemenmddnnsafing wiaany
ARDATW UAILANTTH
3. Lanmsqmmwwaamﬁtauamm (Fwwimnana)

3.1 wamIasdieniganwsdadrinduiaguvaainia (Certification of analysis of Finished product) lu
mjuﬁduﬂuﬁaasm

32 wamIanadeTEin s WInnAusasdand ety (Certification of analysis of Drug substance) Al
rmwﬁmms"uﬁaiaLﬁuéﬁamwﬁmao@wﬁmmt,l,a:;jwﬁmi’mq@u
33 Lanmm‘%wé‘ngﬁuﬁuﬁumwé’uﬁuﬁszmws;ummﬁ@maoi’mqﬁwaaﬁamﬁﬁzy (Drug substance)

T8 3.2 nugumsnaaeIndariusiendiTagy (Finished product) 7 3.1

'
a

ad P ' (Y o ' . {4 a
34 lunsdidunabougnanainnnin 2  axdasildimnnmwananans@inm Long term stability @uASwALAL
Tunsusuenanuaes LLa:"L@ﬁumsmmm”usaaLanmsmn;jﬁéwmﬁmaou%ﬁw
ok @ f @ o ' @ A 2 A o
35 lunsdaunzdeouenuniaonit 2 9 sdpsddnmwinanamsans A NNaIE T INTNA B R UG

lunsidouenuugas LL&:"L@'\”%'umsaomu{maoLanmsmng'"ﬁ 1uVBILT BN

(39%0) W U muamenIINms

Wpasme Namsoue)

P A c
(GENiT) v NITNNT (R3%B).. VTR W2 NITNNIT
(WHRITIUIEY Na9Tes) (WHaIMsa TQE)

wiAZimumsns 1;@1'?'132412561



36 fasnnidufidasaaneniauls doIHLIENETURAIATNAIRITaNMERSIMIas BRI S 0979
ﬁaﬂmsﬁﬂﬁmm:ammmmLﬂTﬂﬁ'mT'mn"l.@"l.uﬂ'mLﬁuﬁuﬁl‘fﬁ’ugﬂw uazdaduFAITLan S na T sRanaR eI
Jayalwanasinuen
4. Ae19en

4.1 disuamen devsidiatenagnetiay 3 Wik Fadudunuusamesndoaldarudom
@nu*f‘iﬁmu@hﬁ'ﬁaﬂmawu“ﬁﬁ;ﬂﬂﬁ’mﬁu
5. msﬂszﬁ'uqmnwenﬁaiwan (waagtanEIINTITUUIZAW)

5.1 mﬁdwauﬁaoﬁa’lql’ﬂ@%jﬁaUmfﬁ 1 1 duaniuaINay

52 mnmmﬁﬁwau a:ﬁaadaﬁmmmwmUlU%’Uiawamsmaﬁmﬂ:ﬁmjuﬁdwau

5.3 nstﬁﬁ%mmwmsﬁwmsziué’aamomﬁdauauLﬁadamaﬁmﬁzﬁqmmw wigTTMIIEInNFe
fasaniating T,@mgmmzﬁaadomLﬁuSnmm‘hmuﬁ%mmwmsdwsm%mi'\:ﬁ LLa:Lﬁu;ﬁuﬁmau
ﬂ'ﬂ%ﬁhUﬁLﬁm’lTaalumsmm?mﬁ:ﬁq:u,mw nsrﬁﬁ'wuiﬁmhhﬂu'tﬂmuqmé’nwmxmww: wWiheTTNITe
FIIUEND ISR TN NS A%ETINENEINEI VDS cgmaua:m?a;gwﬁmluﬂ%eiavlﬂ

5.4 ;‘;‘Tmm:ﬁaﬁuLﬂﬁmumlﬁauﬂnﬁmﬂmq wiadaifiomadenanmaasysznisle g newsmualayla
fidouly
6. {lauai1an (Hu1e) Bwsanlienidndygnienasuivua aofh

6.1 nm’iwamsajum’aﬁmﬂxﬁmﬁmnnsu%wmmams‘mmwwtﬂ;itﬂuvlﬂmummgmﬁaﬁ'mu@

= a o o A’ = b o A )
6.2 NTUNIAN mﬁmﬁuﬂugmmmﬁuﬁmmﬂ amm@f[@Umumﬂuﬂmnﬁumsmmmazm ‘L%‘H?GL’JEI’]’UBO

A J
JUTUISTAIZVY

o

6.3 nytiwulymgmmwannniadusinenasanadalsindrnauszanaasasibsargi o laiem
7. mhUswmwam'mﬁﬂ%‘vlaﬁuﬁmsmm‘imﬁm‘ﬂmﬁﬁﬂsm‘"@Qm’%‘amﬁuﬁuhﬂﬁﬂﬁnmuﬂm:nswms
gmsuasenluszezia 1 Jhewiudsemedsznianandidnnsading

WN’IHIMQ 8198990
1 = General requirement Va4LN§TFTUFIHTL Finished product gﬂLLUU Injections

(Parenteral preparations)
2 = The International Conference on Harmonisation of Technical Requirements for Registration
of Pharmaceuticals for Human use (ICH quideline), Impurities in New Drug Products Q3B

(2R) ; Current step4 version, 2006.
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i’mm‘sﬁ 6 Tegafur 100 mg + Uracil 224 mg Capsule

aalszmadoninguanesiit 14 3.0, 2561

1. doen Tegafur 100 mg + Uracil 224 mg Capsule

2. ansanianialy
2.1 uuy Lﬂuﬂmﬁml,ﬂﬂsga fnTusudeemu
2.2 saudsenay  Usznaudaueaen Tegafur 100 mg wag Uracil 224 mg Tu 1 1dla
2.3 MTULUIN msaﬂuumaga‘hﬁuuﬂauﬁ %38 blister pack
2.4 2870 - s:q%am fandsznoudIsndnyuasa UL Tunia 'S'uﬁvumq LAUANER uaz
wanzidoudsuen Lm:"’s%mnﬁu{nmmvlfafjwﬁ'mwuumsqn"mfﬁ
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3. AMENTANIMATA

3.1 Finish product specification("

1. YSunudandngy mwmumuﬁﬁ:q‘lu Finished product specification

2. ldentification test mwmumuﬁ.i:q‘lu Finished product specification

3. Uniformity of dosage unit %38 M’mmu@wﬁ'nﬂu Finished product specification
Uniformity of content or mass

4. Dissolution mwmumu‘ﬁi:qlu Finished product specification

5. Water content m'mhummﬁsquu Finished product specification

3.2 Drug substance specification : Tegafur(z’

Test Item Japanese Pharmacopoeia 16" edition
1. UTnodandny Not Iess than 98.0% of Tegafur
2. identification A3
3. pH 42-52
4. Melting point 166 - 171°C
5. Purity - Clarity and color of solution : Clear and colorless

- Chloride : NMT 0.011%

- Heavy metals : NMT 10 ppm

- Arsenic : NMT 2 ppm

- Related substances : #T39H1%
6. Loss on drying NMT 0.5%

7. Residue on ignition NMT 0.1%
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