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AMANBALIANIZYBLEN
Gemcitabine 200 mg for injection waz Gemcitabine 1000 mg for injection
1. %981 Gemcitabine 200 mg for injection Way Gemcitabine 1000 mg for injection
2. arusudAvaly
21 gluuy Husseunannifedunfuniessou
22 dwuszneu  Uszneusiesie Gemcitabine HCL 200 mg wag 1000 mg Tu 1 vial
23 AYUBUTTY UTIluNTUzUTIREEaUTIAIINGe UsTynsiestunas fnanaRniviuveu
wazsesifumnteatuviaumn
2.4 aan szyBeen, dnlseney, ferddny, Armuse, Tunds, fuAueny, aviindn way
gz dowinTuglisgndaauuuu sy
3. pruandaniunain
Namsm’;ﬁmiwﬁﬂmmwLﬂulﬂmm finished product specification wag drug substance
specification ignsdennndasiuatiuiendu deldanzidoudediinnuruznssunsemsuazen
nsEnTIEsIIEY vabnduifuilisedaeaduatuifisuminvielmininnasgunduihiulashsy
Wide AAUSENANTENTINEANETSEY (389 TUMT181 W.A.2556 AsTudl 11 ey w.A.2556 (@aUsenie

Tusrwfanuunwiug 10 lguieu 2556)
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Finished product specification:

10} Test Items Specification
3.1.1 Identification Meet the requirements
3.1.2 Assay (Content) 95.0-105.0 % of the L.A of gemcitabine
3.1.3 pH 2.7-3.3
3.1.4 Particulate matter

- size = 10 pm NMT 6,000/VIAL
- size 2 25 pm NMT 600/VIAL
3.1.5 Sterility Sterile
3.1.6 Impurities
- Cytosine NMT 0.1 % w/w
- Gemcitabine alpha-anomer NMT 0.1 % w/w
- Any other impurity NMT 0.2 % w/w
- Total impurities NMT 0.3 % w/w
817 Bacterial Endotoxins NMT 0.05 EU/mg
3.1.8 Clarity of solution NMT 10 NTU
VUYL

ASANIANLLTULIINITAU (Waive) N1SASIABUIATILNUDIIENTIA LA B ULEAILDNES

wanguRanalasueyAiey

Drug substance specification #315191nTudiAs1EMvEHER drug substance wIaly

LY}

a ¢ Y a < ) ) < < a ¢ v
ATV drug substance vandneduiazy atulaadunilslasinsnnaiwneiynida

o
NATNUR
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4. Reulvdue
[y & P ° w d o ' " a
4.1. wnansmslasusygetuneideussueiedminelulsswelng wazduna(declare)unaindn
4.1.1. Tuddgmsunzideousizuen (ne.2 vne.3 ne.d uausnsel)
4.2, TuAmmetunzidu ve.1/8.1 Y8981MauesIAT wisusuasideniidan13AIUANANAINYBY
a [ L3 eldy < G . % i B 1% o L% a
Hanusin1unIunsileu (Finished product specification) kagdafimunfuaIneIingay
2o 20y ad ' ~ A a v
(Drug Substance specification) n3iNegsEnINNITUAsULUaMALURIGAY 8fpILuUENENS
N15YBWALY (8.5) uIw3ou Finished product specification wae /138 Drug Substance
specification lagwauilensuiulsznagausian wagliifiu 2 U a Juussnmageusian
PN
4.3, 1BNATAMNINVBENLAUDTIAN
4.3.1. HANIIATIVINATILRRAUAMHENSUIVaIEHER (Certificate of Analysis) Tugrguiiadaiu
9819

a (Y °

a g L A c e 1 d‘
4.3.2. Han15ATINAATIRUA N INgRUYEIFIad1Yy (Drug substance) ildlunsudnenguil

1%

a W

dufusedreiaveadneuazinaninghu
4.3.3. lufusevinenanslude 4.3.1 uae 48 4.3.2 Wuguidieaiu
4.3.4. wan3ANW Long Term Stability nasstveguessivunsdeuly
4.4. lENANITUTBWNTFIUNTHARE
4.4.1. nsdifemaniuusemelng guandoaildiunnmaiendidesuseunasgrunsndng am
wé’mnmﬁ%‘msﬁﬁ‘lumswﬁmm‘uaaﬂiwmqmﬁﬁmqﬂ (GMP %38 GMP/PICs) lumaangndi
RALLR
4.4.2. nsdimugnindranieussma uandosidunamienideiusennnsgunswane
AamannuIENsRlunsHanewazHAn TagAuTe U sTIMANAR U3 Certificate of
pharmaceutical product
4.5. feteen
4.5.1. flauesinn desdednegsenetrades 1 miieussytue TaglifuAudadusmunuuans
Teasdonldnsudunmuitvusluidonmasiludetu
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4.6. M3UseiuRunNeIdwoY
P Yy o« K% 1 = 9 [YR
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o v ) ' 9 a ¢ oA
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4.7, fiauema@ue)Busenlionidndyanounsutmun fai

4.7.1. nsdinansquasiviinssisnionnsingmansmsumsshiuluamunasgudermun
4.7.2. nsdindnsusioiadgnFeniuiuanniomainlasdinnuamgnssunisemisuasen
Tutsanvesdyyesionsuy
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Gemcitabine @ooo mg forinjection FIMV/NE (013 e.dedad UM

&. ULNaINNT8931AINAN (57?’1’15’]&5@

&.0._Gemcitabine oo mg for injection 3103118 0A338ANEN1811 o VsuUsyan &

__________________________________________________________________________________ gl Ol LR 2 N SN e N

ANNI5IA0 ANNUTENIARLNITUNTNAUITLUULILANTIP. 1589 MAUASIAINAIEN

WA wdoe aTIUN & 181N b e

_______________________________________ gt R O

&lo__Gemcitabine @ooo.mg for injection. 21n31A%BASIEANN8N18U o Tiulszann 3

___________________________________________________________________________________ R R Rl e R LoD PEEPRR

ANNI5IA0_ ANNUTENIARLNITUNTNAIUNTLUULIANTIP. 1589 NMPAUASIAINAIEN

WA wdoe AU & 1811 b e

_______________________________________ g R O e

5. TYTBMNNHAMUATIANAN (51A1871989)

o.0. WeUyIa @navenuui P UEWINENTEYIY
o.lo WAV NONANA AU FUNSUNURANIT

. UNENNEAUT. WANRAIER ALY NEUNSUAUANIS




WNTINSTAAZIUY PRICE 593 20 ATWUY

nsUsZLIU AZLUU
7 |1 9eeign 20
nagin1siiAzUY PERFORMANCE 593 80 AZWUY
nsUsELIU AZLUU
AuaTRBUY |TamAnuaTRBuY vnde 80

. mm%qmmwﬁ"ﬂﬂ (Universal quality criteria)

1 mmsg’mmﬁusm Good Manufacturing Practices - GMP

1.1 Certificate of GMP Active Pharmaceutical Ingredient #

- 195Un155U589 GMP-PIC/S 38 cGMP %38 Wiguwin

- 195UN155U599 WHO-GMP vsawieusin Tununaiinevesiu AP

- 1AsuN133Ues WHO-GMP #3aiilauwin wldissynuiadaiau

1.2 Certificate of GMP Finished Product #

- l95Un155U589 GMP-PIC/S 58 cGMP %38 Wiguwin

- 1A5UNT55U589 GMP 918NN UANENSSUNITEIMNTRALENAUND PIC/S

- 195UN155U589 WHO-GMP %38 wWisuwin Tununeiinelvesniu Finished Product

- 1AsuN135URs WHO-GMP w3aiilauwin wldissynuiadaiau

2 wasgruinghudtendifny wasnnsgrundndasiendnsagy

2.1 Active Pharmaceutical Ingredient Specification #

nsallasunissuseslusnsen Official Pharmacopoeia

: 91984 USP, BP, Ph.Eur., IP aduagn

: 91983 USP, BP, Ph.Eur., IP adulninitusenia seysisnen

- 19849 USP. 34, BP. 2011, Ph.Eur.2010, IP 4, TP 2 (a1uusene 53146‘1’15181)




2.

nsuszLau

ASHUY

nstllilasunisiuseslusiisen (Non-official Pharmacopoeia)

(%

1989 fsevessamaniluaundn ICH aduaign

(%

1989 Psre1velsemaNuanndn ICH aduimninia

Y a

: 97989 In-house process idonndesiu ICH Guidelines

- 9198949 USP, BP, Ph.Eur., IP uag In-house process #iganndedniu ICH U1siide

2.2 Finished Product Specification #

nsallasunissuseslusingen (Official Pharmacopoeia)

Y a

: 91984 USP, BP, Ph.Eur,, IP aduangn wazunlulungidoussueiue

: 91984 USP, BP, Ph.Eur,, IP aduagn widsllaunlalungsibeumsuen

: 91989 USP, BP, Ph.Eur., IP atulminiusznia ssusinsen uaswilulunsideusSueuen

: 91989 USP, BP, Ph.Eur,, IP atulnminitlsegnia seysinsen widslulauiloluneidewsinfuen

- 971999 USP. 34, BP. 2011, Ph.Eur.2010, IP 4 wazwnbuluneideusisuenas

- 91989 USP. 34, BP. 2011, Ph.Eur.2010, IP 4 wsdaldlaunluluneideusisuen

nsallulasunissuseslusinsien (Non-official Pharmacopoeia)

- 91989 fsevealszmaTiduaundn ICH atuanan wazudlulunsdeusisueudn

: 91989 fseveaUssmaniduaundn ICH atuangn wadsldlaudlalunsdousiiuen

- 91999 evesUsemenduanidn ICH atufitninan

: 91984 In-house process aonAapsiu ICH Guidelines

: 91983 USP, BP, Ph.Eur., IP uag In-house process fi@anadodnu ICH U19iave
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3 WINIFIUNT53UT89 Good Laboratory Practices - GLP #

- 193UN155U599 GLP 9101l usUseaiu oo

19¥Un155U594 ISO/IEC 17025 Tusien1seniiiaus nnlgaususeaiuliaie

lall#%uni55uTes GLP % ISO/IEC 17025 Tusnensenilaus

4 WINIFIUNT53UTBY Good Storage Practice / Good Distribution Practice - GSP/GDP #

- 1A5UN155UT99 GDP-PIC/S 91n9iieaususesnudiene 1w SGS, BSI

- 165UN155U589 WHO-GSP+WHO-GDP 91nmthenudusesiiundedo 1w SGS, BS|

- 1A5UN155U599 WHO-GDP 21ntigususesiuLaede wi SGS, BSI

- 195UN155U599 WHO-GSP 2nnniganususesiidiaie wu SGS, BSI

- lailAsunnssuses GSP se GDP
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(4 . . . .
U. HNUNAUNINLANIE (Specific quality criteria)

1 wangaunnIw Certificate of Analysis - CoA (AMNLNAI9IRTITAN CoA)

1.1 Certificate of Analysis of Active Pharmaceutical Ingredient (API) #

: 95971U Active Pharmaceutical Ingredient Specification yn¥iata %1aves Supplier way

Manufacturer Uazdinsuansualuguuuudiay eniiu iade Physical description

: 139NU Active Pharmaceutical Ingredient Specification nﬂﬁasﬁa 294 Supplier #3

Manufacturer hagdinsuansualusUtoyaiieUsunn (Quantitative data) vivefiay eniiy

v v

Ve Physical description

: 139NV Active Pharmaceutical Ingredient Specification nﬂﬁasﬁa 19994 Supplier Lay

Manufacturer LLﬁiﬁﬂﬂiLLamﬂNaiugﬂLLUU“Conforms, Complies, Not detected, N/A” gAY

o Y

Ve Physical description

: 139NU Active Pharmaceutical Ingredient Specification nﬂﬁi% 294 Supplier #39

Manufacturer LLﬁiﬁﬂﬂiLLamﬂNaiugﬂLLUU“Conforms, Complies, Not detected, N/A” gAY

o Y

Ve Physical description

1.2 Certificate of Analysis of Finished Product #

: 9597 Finished Product Ingredient Specification ¥n#ide uaginisuanwaluzudeyaid

UTunal (Quantitative data) 38 Ftav wniu %aUe Physical description

: 9537 Finished Product Ingredient Specification yn#iade usifinsuanssaluzuwuy

“Conforms, Complies, Not detected, N/A” YA W70 Physical description




-5-

nsuszLau

ASHUY

2 wangaunn

AN Stability data #

- In15An®I Long term stability m13 ASEAN Guidelines (30 + 2 oC, 75 + 5% RH) ASUAY

91genfinuualivuaan waziinan1sfny) On-going stability Yanan

: In15Anw Long term stability laiifuluniu ASEAN Guidelines asunnuengeniiiivuald

UURAN waziiNan135AnY1 On-going stability Ua1am

- in13An®I Long term stability m13 ASEAN Guidelines (30 + 2 oC, 75 + 5% RH) ASUAY

a1geinmualivuaain wiliiinan1sAnw) On-going stability Yanan

: finsfnw Long term stability laiifuluna ASEAN Guidelines Asupuengenitivualy

uuaa1n wiliilinan13Any1 On-going stability Ya1am

3 wangauAMAIW Bioequivalence (MNLNMIN15INATIAN Bioequivalence) #

- S189°1UNNSANET Bioequivalence tWulumu ASEAN Guidelines 38 dtinau

ANMYNTIUNNTOINITUAZYN TN155UTINa

F189uUNIAnYT Bioequivalence Tailuluanu ASEAN Guidelines / 13iii BE
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4 WaNgauAMAIW Package & Labeling

4.1 ussganigymig (Individual package) %5 Ussafusduiaiuen *

L NYUPUTTINTIRNNTEYlY Finished Product Specification

: YUz UIIlnsInuiszylu Finished Product Specification

: AaNITUAZIBUAATUAIY Specification

- aandvazdualiasuni Specification

4.2 Uiiﬁ;ﬁmsﬁ%ﬂu (Inner package) #

: AaNITUAZIBUAATUAIY Specification

- aandvazdualiasuaa Specification

5 waﬁqaﬁ Therapeutic Equivalence/ Biosimilar #

- 15Un13U553lu US.FDA. Orange Book %38l@sun1siusedain EMA

- lafinan155U909 Therapeutic Equivalence 3o Biosimilar
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