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Fluorouracil @g/woml., wo mL injection (GPU : ecaaloa )

@. Uoe Fluorouracil eg/eoml, bo mL injection
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m.a Finished product specification:Fluorouracil eg/leomL, lmo mL injection

1) Test items USPae BPomoab
® | Identification P3N ATV
© | Assay ®0.0 - @©0.0% of the ®o.0 — @®0.0% of the
Labeled amount of Labeled amount of
Fluorouracil Fluorouracil
o | Bacterial endotoxins | NMT o.eentdSP EU/mg of ATITINIY
Fluorouracil
« | pH @b - eld & - do
& {Urea - ATIINY
% | Related substances - ATV
o | Sterility test NFITNIU ATITNIY
& | Loss on drying AT PV
& | Particulate matter ATV A6
awda.... | L ........ 62 .......... Us¥E1UNIIUNT
(UELUYANIE AsAeE)
wianwd ey
AU NIIUNIT T Y A N533N13
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an.la Drug substance specification: Fluorouracil

o

i) Test items USP &a BP woab

® | ldentification A¥H AR

® | Assay ¢iz.0 — @ol.o% of the LA, of #ed -~ @oe.0% of the LA of
Fluorouracil (calculate on the Fluorouraci (dried substance)
dried basis)

o pH - & -&o

& | Impurity F and G (Urea)

- Fluorouracil related compound F
: NMT o.lod%
- Urea : NMT o.6%

- Impurity F : NMT o.lb&%
- Impurity G : NMT o.lo%

& | Related substances /

Organic substances

- Fluorouraci! related compound A

: NMT o.e&%

- Fluorouracil related compound B

T NMT c.ed%

- Uracil ; NMT o.e&%

- Fluorcuracil related compound £

: NMT 0.6&%

- @-Methoxyuracil : NMT o.e&%

- Any individual unspecified .
impurty : NMT c.e0%

- Total impurities : NMT o.¢%

- Impurlty AB,CD, E : for each
impurity, NMT o.e%

- Unspecifled impurities : for each
impurity, NMT o.ec%

- Total : NMT o.&%

o | Loss on drying NMT o.¢% (at o°C for & hr) NMT o.&% (at go°C for & hr)
e | Heavy metals NMT o ppm NMT o ppm
w | Residue on ignition NMT o.a% -
« | Sulfate ash - NMT o.@%
C{?
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(UNEIYRINA AeAday)
o
BN LB B IEY

4 S = -

YD Y NITUNTT NEI1) I S AU N33UMT

(Wgunsal LaswgnIwAN)

UIBUANITTUIEYNTS

(5T uudinmna)
WndunItIUINNTg




UG
- nsdifaavsfounienisiu (waive) msnsaageuTeszvisenisle Wiuuanuenasndngu
Fananildueylitice
- Drug substance specificationfiansanainiiasizivasgudn drug substance wiehnTen
drug substancevasransndiagy atulmatuuis Safimsnsadiesgirsunnindoriimn
. Joulvdu
Haanemiidsiudunameaiaendans wenameiletesussuenasinegiid seeuBuadst
.o onasilaFusyaetunsdeuiueiiladnninelussmelne uasdwea (declare) undsnan
<.o.0 Tuddmstunsdousiuen 1o nele ne.m ve.< vie ol wiusinsdl
.0l Tufmatunzdou ne.e 3o v.e vesuiieauesm wieuseazBunidonis
m‘uquqmmwmaawamﬁm%muﬁfﬁumL‘Gau(Finished product specification) iazdaimunamun e
FagAu (drug substanca specification) nadifiegsewitmsasunasudludfisiuasdesiuviondts
nsvekile (B.¢) Nniau finished product specification Waz/w3a drug substance specification
Tngvounluneuiulsemaussmeseddnnseing warliifiu v U w Judsenmmszmaman
Bidnwnsaiing
& lo BNENTIUTBINAIFIUNTHAREN
elo.o nsfswdnlulsundlve dndadesiienarsiuseanasgrunineinamdninneiuas
ABnsTimlunIuanen PIC/S (Pharmaceutical Inspection Co-operation Scheme) Tagwineenu PIC/S
participating authorities #39 flLaﬂaﬁ%’usmmmgmmwﬁmmmwé’ﬂmmfﬁuaﬁﬁmiﬁﬁ’tunﬁmﬁm
£ 199N IUANIENSTUANTE TS MARENSENTNA T RAe BT muaty Taefinwasandetuay
Faufsuiundninasiuagiinsialuniamanen PIC/S  Tunuanenflaustie atuaiganusounts
areasulasilivanisusesiviuvssmadssnesimdidnnseiing
&lolo nsdlgnthidhonsalsemainaadesiionaisiuseanasguntsudngnsmaninmue
wardansfialunisudagn PIC/S (Phamaceutical Inspection Co-operation Scheme) Tnavmiaeanis
PIC/Sparticipating authoritieswis GMP waslssivaindmduaiganuseunisnsivdeulasinams
fusesfisiulssmeusemasmBldnnsedndvieoymasadnuduansl

4980, USROS Usgsunssunsg
(WNATILRYBNA ANA D)
WBunnELduany
C I U0 e NS5UNT N35UN13
(weUnsal iTegnIva) (s whAdaunag)
UEWNETIUINS ndunstiungns



. WONANTANANYBIETILELETIAN
&.a.0 KAMIATIVIAT AU MNERSuslednTagUveikin (certificate of analysis
finished product) 1ua1§uﬁdm.ﬁu€hasm
<alo NANTIATIVIATIZRANWIRGAUYDNYEATY (certificate of analysis of
drugsubstance) ﬁ’lfiﬂumiwﬁmm‘i"uﬁﬁui‘]uaéwﬁgwaqﬁwﬁmmLLasQ’wﬁmﬁmqﬁu
Cmean  lAnE@INIoNAngIududuANdNRuSTEnIsunIHEnYeTIngRuYeIBd ALY
(drug substance) 48 @.m.bo Augunswanvendniusiendusagy (finished product) 4 .m.a
.. WaMsAn long term stability nasatasengueseitunsdeulifunaznssunis
PITUASEY NTENTIENTITEY
&.& MoLeE
<< fauanmiasdsiiogueioginios o mhoussyius S
Iasuthuauiaualuidenuauifinludei
&.& nMsvsefunuaineiduwey
&.&.0 sritdaaudeioglinnmi e Tuentunds
& &l pmnOaiideey avdosdsdinamieluiusesamsnsIviinssieniuiiduen

el i o 1 o [} A 1 ﬂd ] = Ly F
@LE.5n ﬂ'ﬁm‘Vl‘W‘LﬂEJ'i'Wjﬂ'ﬁVﬂﬂ"ﬁEﬁ'hﬁ?BU'NEJ'W]ﬂQﬂJE]ULWE]ﬂﬁﬁi’}l"ﬂ’JLﬂi']S‘lﬂF’]lmﬂ’%W WUITIVAT3Z

e

Tusmmnuianssnaazdan

similidoorveietn Tnefiausmen (i) sxfesdwnfiudnmusuuiimbeswnisdmss

sk uandufufiavousldineiifndedunsasainsed mbhenumsveanuiniliiy
AYIsnEUDTIANEIRINaBAlaUa 1A (Une) uag/v3e fuanlundaiely

<& fauena Gue) ssdeiuasuileyilndvaegionni o iou yFeiilalfn
nsdendmwdasUsznsiag noudmua Tagliideuly

<o faunmen (ue) Busasliandndyanouasuiiua fieil

@ 5.0 n3dinansguaneiieneioil laonsuinemaninisunmdudeveajiRnsald
110351 ISO/IEC eelolod! wanansvieseiididulinuunesputeimualudssmedssningam

< olo nainaAnSasiiaignFsniviunnismaalasdiinnuanznssunmsensuazen
Tuthaawesdayaastoasns

aide..... L0 e U3z5IUNTIUNTS
(UNATIUEILA A9ATDE)
Weuwndideey
R I S0 ATINNTS ASINANT
aneunsal iasugnivang) (U195 TWs uaiaung)
UNBURNETILAIYATT LndUNITIUYNT



-

&.0.60 ﬂszﬁwuﬂmumﬂmmwmﬂwamﬁmqﬁmf‘?ﬁma}ﬁqwam'aﬂazﬂam%mLLazmmﬂaamﬁaﬁaﬁﬂw
ileFuen
.0 MheTIvNsTeEnUAT aifuRTannEasusAluse RgnSeniiufulasdiney
angnssumMseTILaTeTluIrEEna @ U fevfulssmauszniasmalanusednd

& VANINUAN1TRTITAAEaNTaLEUE
£ 7 at & 61’1 o dy
T MaNNNSIANUTEABUNIND U f19%
- NLﬂuE]i'lﬂ’l :uﬂmauumﬂTumummﬂmmmjsvmﬁﬂsumm'ﬁwml,l,a%aﬂmiﬂiummqm
- wamﬂmwmuaswm mJamvzu@mﬂsﬂmmumummﬂmaﬂwmuLawwvwﬂiumw'ﬁumﬂmm
- sudsudndmdulddunasiiunisyssiuaiUss@ns nneaanan Use NaUAE o Fauls 8l
Prminaziuy A9l
a ar é ‘ﬁ‘ .
Flsvandy e saadaInl Price) oo ASLLY
a’ o’ A = k) =y
FrUsvantl o IRTTIUEUAAZUINTT slo ABLUN

7 eoo ASLUU

wannuginIsUssRiuAUsEANnSAmAnsI (Price Performance)
al Y o] .
o. AUSVANY & ; ST1AMLEUDIIAN (Price) (A2ULUEN @oo AL

3 =

ssuudagedadniaiziesidnmsedndassiiiunsssnanansuuiianluiEuaa
. FUIUENT o : e URUALEZLIINT (AXULUAN eco AYULUL)

Usznausnefulsies o i wasiitwiinasuu fil

lb.6 INATFIUNERNBN (AZULLUAY moo AZLAIL)

o 1T TBIUFURMNT (Azuuit eco AzIUY)

U‘:\d dy ! frbing
0. AauELTRTBOY sEleniten1sUf TR (ABLULAL @00 A¥ULL)

................................... USEINTIUNNT
(UNETIUEYIINA ANADE)
UNBUHNE T8

o AR o
a\‘i‘!]’el.............‘.\.{.\x)....................ﬂ'i'illﬂ’ﬁ A9UD. e - /M ............... AR NP

(nounael LEsugnIvm) Wnws wiiiaung)
WNBUWAET YN LNEINTIIUIYNTS



—9’1'—
A1519N IR T I AT TnasinisRansuasell

fauUsuan wag YaninazLIY

Fadswan . L ek
o
. TIPNTLEAUBTIAY mo
b, WATUALAMEKUSNT o
FNINLP ®00

ﬂ%LL‘US‘tﬁﬁﬂ"ﬂ I @ mmﬁwaumummmi (ﬂ“’LL‘L!'L!LmJ KOO0 ﬂ""LL‘lJ,‘L!)

s | dhwiesuuy
&. WATPIURAASLIN Mo
lo. 1R5gIUNBIURURMS g0
. AR aUsElsmiden s T o
iamﬁgwm OO

b.® muﬂﬁaam @ : mmmuwamnmm (ﬂ”LLuumu ®O0 ﬂ‘“LLuu)

S - vhiedes GRandelateviiy | Azwuu (¥ovay)

(ﬂ) WHO List of Prequalified Medicinal Products bo
(V) m‘Lu*swsJ‘t;aNamnammﬂmmwuavwmam (GREEN BOOK) 39 Orange book bo

999 8.0.1138 IHsun15us3Tiu U.S FDA Orange book
() oluTedendniasiefildTunisiuses (Approved Medicinal List) Do

Tnowedethelsmeunanguan duuwmemaniuisssmelng
(2) HamTITIATIYET o0 Lot Iﬂwaq‘dgumms ISO/ EC evlobd ﬁlm’lwwam Do
(), (), (), (0) initdialadiontl Idpeiuwit o Agul O P
@) srlutnBuinnsulne &o

iqwﬁgwm (Olele]
R R A AN UIgEIUNITNNG
(NETLURAINA AeA1tee)
BT

2999, NI NTTUNIT AT BEZ i NIINNTT

(weunsal LeseEnIRRL) (9$TAs Wi Taung)

UHURNET Y WndunItiugng




3

.l muﬂﬁmm o snAsgILVRaUfURNTS (ﬂ“LLuuLGﬂ‘l.l @00 ABLL)

Witaton | | | vy (Seuaz)
wmﬂgummiwmumﬁmamq’mmmsamummmu ISO/EC awold
mumwmaaumamﬂmﬁmEJ'mLauai'lm Tusemanegau
(n) Assay &0
(%) Identification @O
(m) Bacterial endotoxins @O
(1) Impurities/ Related substances bo
() Sterility @0
() PH ®0

s’smifwm ®O0

.6 mmJ‘s'iaw o ﬂmammwLaaﬂiviwumamiﬂgumw (ﬂvuuumu ®00 muuu)

dateges - | avuuu (Fevas)
(n) Long term stability aa ASEAN guideline on stability study of drug product mo
() ussgineilosiuueamny e HEGH @0
(@) maﬂwiuuaaﬂnﬂwmmiwamamLaaumi%amwm grudw danau livanasn o
- WIRENWIAIEEIARY LABTUINATIHNGEN WAV o W4, _
(9) 1AIFIUNIUINT 150 ®ooe wo
(2) fiumsgu GSP uaz GDP Yesuiumuueien 0o
SRR @O0

=~ -
ST Y Ao RO UFE6IUNTTUNTI
(UngETILURRNe AeAien)
¢ =
UNEWANELTL 1YY
P % } o
AYD...ovnn . B LS O N55UNNS LRI IO ¥ £ NIIUNTS

(wiengal iwsugninam) (s Ty Wiviinung)

UNPUANET YNNG WNFENTEIUIYNNT




ARANBUZIANIZYDIEN
Folinic acid moome/mo mL injection (GPU : sodom® )

= . . - .
®. Yaun Folinic acid moome/mo mL injection
. Aaaulan7ly
€2 3= ] & o ar o LY < °
.o FULUY Wuanvezanela Wild Ysnante dwiuaadmasaiand

) v w . . o o . R
k.o dudseney  Ussnauntuenen Calcium folinate naslyany folinic acid moo mg
. . = g . Far P
(1838 Leucovorin calcium yigugany Leucovor|nsnoomg)°luasa”|a oo HAAEHNT

1 @ vial
b MUBUST]  UsThuneuzusigeidaunenndalaain wasussydueitasiuua
é 1 o o L2 at = ot Q’l A =
b.& 2870 - syydesn dnisenausenddiguasaruuss Tundn Sudueny wufindn

vnwidousinduen wagdBifiushw Pededmauunusigiue
i v o & oo o s EY
- UUNTBUZUTIYRLNTREBITEY TR vEton NI diuusenauRlm
o al -:i = ar v v 1 o
FIAYUATIUIAAINLSIVEIT LA NER waziudueny LTatstmau

a. AaANUANIunAiin

wan1snsIn e ssigmunmdulunny Finished Product specification Wwag Drug substance
Specification fi1edenindusimiudentu Sddaanzfourediinaurusnssumsamsuazen
nssvTNAIESAY Teinduinduiildinedateaduatuiifieuvielminiunsganduiiulasmsu
Wil ANNYTBNIANITTVITIEAGITOUE Y

am.e Finished product specification : Folinic acid moo mg/mo mL injection

b Test items USPae BPmoab

@ | ldentification MV AT

o | Assay wo.0 - awo.c% of the ®0.0 - emo.0% of the
Labeled amount of Labeled amount of Folinic
Leucovorin acid

m | Bacterial endotoxins NMT &.«&USP EU/mg of -

Leucovorin calcium

& | pH D& - @& 0.& - G&

’L' g J3%EUNITUNNT

|
IRT PR Siiioe A
(WENLURYINA A9ATes) £
) }
UHUWNEL Ty
! 6% " o) i
LT 0 s AF5NNTT ST O OO IIUNTS
(weUnsal iAswgnInam) (W5 s windiauna)
UL IUIY T wndunsdungynis

-~



oy

mla Drug substance specification: Folinic acid {(Leucovorin calcium)

4o Test items USP &a BP lmoab
@ | Identification AT AT
v Assay «&&.0 - mo&.0% Leucovorin - ¢led.o— @olw,0% calcium
calcium (calculate on the folinate (anhydrous
dried basis) substance)
- ¢l.é&e - S.@x% calcium
(anhydrous substance)
m | Water NMT ew.0% Maximum eo.c%
& | Heavy metals NMT &o ppm Maximum &o ppm
¢ |pH - .6 - B0
o | Specific rotation - +ed.@ to tas.o
e | Acetone - Maximum o.&%
& | Ethanol - Maximum en.0%
& | Methanol - Maximum o.&%
@o | Related substances -
- Impurity D - NMT &%
- Impurities AB,CE,F,G - For each NMT a%
- Sum impurites other - NMT lo.&%
than D
- Disregard limit - 0.6%
@@ | Chloride Maximum o.&%
el | Platinum Maximum bo ppm
@en | Bacterial endotoxins <o.& lU/mg
BB e /jvg ........ Uses1UNIINNTT
(WA AN ASATYDY)
wewmdideaTiny
ﬁ\‘l%ﬂ ............. %\.\‘T.il ..................... 974015 ﬂ\?%@ ............... s N3ITUNT

(uensal wAsugnian)

WEINEBIUIYNI3

(WS wiudlauna)
WnFnNTEIUIEYAIT




NS
. pedimansdoundansiiy waive) nsasnaavienzisenisle Widuwanaenaisudng
fanamnildFueylime
- Drug substance specificationia1sanainilasiesiunsdudn drug substance u3pTATIZIN
drug substancevasuingdnsagy adulpatuvil Seflmsamsieseinsunnindeiidmun

<. Wouludy

faosafissiudnaeeiendns wienameiledeiusonenaslaedisna

swamdoanil

.o Laﬂﬂﬁﬁ‘lﬁ%’ﬂ@gmmﬁumﬁsus‘h%’uwﬁaﬁmﬂwsﬂuﬂ‘sswmlwa uazd1uns (declare) WNaINER

< .0.0 Tud Ry nstunzdoumiue 1iun vee ve.e no.e ¥3e oo udusnsdl
@0l Winvatunzideu ne.e Vo v.e v0se1ilausita wisussandeniomsaiuny

ﬂzumwwaawﬁmﬁmsv?muﬁﬁumLﬁ'au(Finished product specification) UazdarimuannuAWIBYINGAU
(drug substance specification) ﬂifﬁﬁ@&gjﬁam'jwﬂﬁisﬂﬁauu:daaLLﬁL?JLﬁmﬁmsﬁamwLaﬂmimﬂa
whly (8.4) awsau finished product specification wag/v39 drug substance specification Tngyauily
oufulssmedsznanaBildnurednd waghifiu b U & fulssmadssmasandidnniotnd

o BNEITSUTBRRTFIUMTHERYT

<lo.a nitlgmantuUIzvelng ;:d'wﬁs](%'mﬁl,aﬂmﬁﬁ'usmu'smgfmmﬁmmmwé’mnm%‘uaﬁﬁmiﬁ
flunsudnen PIC/S (Pharmaceutical Inspection Co-operation Scheme) Laemiieau PIC/S
participating authorities %38 ﬁLaﬂa’zs%’mmmmgmn'ﬁwﬁmmmwé’mnmfﬁ!,l,as"‘a'%miﬁﬁ’{umwﬁ%m
esdtinNUARENTIINMSIMIRAT NI IAE ST unay Tnefimnaenndewuasiniiien
FundninueiayianisiimumssEae PIC/S Tumnagiilauenns atuarganaseumsnysaatlaeil
nansSusasiieiulsenadssmaTandiannseling
<lolo nifpthdnaninasemedidadesiionarssuseanasgunisuaneamdninasiua

F3nsTatuNIINAReT PIC/S (Pharmaceutical Inspection Co-operation Scheme) lngmyaeanu
PIC/Sparticipating authoritiesw3s GMP vawsemagndnatudganusaunsniinaaulnefinans
Fusesisiulssnimlsemananddnnselindvionngaasalnududnsdl

LS

o
BBl YIeaunssunis
(UETIUYRIA AeAtDY)
¢ A
UELANEATEIY0

4 ) S ‘
T T O N55UN15 XTI A NSNS
(uensal LAswgAIRAN) W93 wivddauna)
WEUHNGTIUIYNI3 WndunsgugNTg



& Laﬂmﬁqmmwmmmﬁmuaiwm
&6 HANIATIVIATIE M THHAR AuTiB1d 153U 0N TR (certificate of analysis finished
product) lupfuiidadudaedis
&l HANMIATIIAS RN INgRUYDIRIENEATY (certificate of analysis of drugsubstance)
Falumsndnmiuidaiuedwisesfidnsuazdnanagiv
am @nAIenangIududuauduiussewingunsndnuesingAveesiaandAty (drug
substance) 19 .. nusumswamaawamﬂmeﬂmﬁ%w*sﬂ (finished product) U9 &.n.o
.. NANSANYT tong term stability maaﬂmqmammmmumuaubnmmuﬂﬁumsmmi
WaZHN NTENTIAITITONEY
<& fI9EaE
e.a.o flaussasisdiitedneiadisien o mipussing o Fadusumuansireandoald
ﬂsumumwmwuﬂ’mm‘uaﬂmmUmmlU‘ammu
@& nﬂ‘;ﬂivﬁ'uﬂmmwmﬁdamu
<&.o amaamavmmuma‘lumﬂmﬂ & Utluanniunén
<&l mwmmwasuau mmaammmewmeﬂ:uwimwamsmammmwmaummav
&.&.m ﬂim‘wwu'sem‘umimm‘iqumaEJ'Nmwaaua‘uLwaaqmqmmmummmw WHSIUN1598Y1
wilio¥asvesedns lnofiaussian (fuie) asdesdisniins nausunuiivthesrnsdmIIeies Iz
tLaouumuwm;aum’lfzsﬂwmﬂswaﬂumimmmLﬂsﬂu‘w MIIBT1IN5U0aIUANT LT URITLEUD
'ﬂmEnmﬂa'mawmua'ﬁm(mma)ua /mawwamlumqmaiﬂ
c&a HauesnEvie) ardesdudsusnileslndnunengisanii o e wiowdloifians
dovanmineusymslaq deutmus Tnaliddeuly

o )Z\ c<
ST SO Usg61NsTuNIe
(UNAIURYINNE FIANTE8)
& ol
UG UNVELTLIYEY
o b
(3 AT OO o n RO AFIHNAT nITHNT
(wsUnsnl eswgninmm) (s uluITaung)
WBuwnadIuIgynI3 WndsnITIUENTg



_df_
5 faussim (fane) Busenlisnidndggiauasuimua il
&0 NIHHANTEUATIVTATNT  {nnsuinemandmsumdnierosftiainaild
1R IgIU 1ISO/IEC exlolod namsasiinsgtiaifuluaumnesgudetmunty
JgneUIzningian
&l mm‘imﬁmﬁmsfmwﬁmﬁmﬁanLﬁ‘uﬁumnﬁaammfpﬂmaﬁ'}ﬁmmﬂmsnssmmimmma:ﬁm
’menawaﬁammwmaﬂwu'm
<o NTNUT NATIMARA AL Seniifiond was U AvEHauaLr I e amammw‘tmum
. wu’sawdms%aamamﬁlmwwm‘imwamﬂmmmmuﬂmmQm‘semmUﬂuiﬂamummﬂmmﬁumi
awazelussezng o U sauiulsznimlssnmissmddnvseiing

&, VannaNsRIsAndenUaLEID
TwaninasisaUszneuneau R
- maua‘s'}ﬂ’l mmammmumuanmaamuﬂsumﬂﬂ'ﬁvmmwmuaumﬂmiﬁi“mm’m
- AR TIEET AN EHJE]ﬂ’mﬂﬂﬂﬂﬁENF’\“J‘Uﬂ']‘LNﬂﬁJﬂﬂJaﬂ“lf}ﬁléuLQW’%uWU‘iuﬂ’lﬁﬂiwﬂ’lﬂ‘i’]ﬂ’W
- mLLUWaﬂaﬂm‘u‘mi,ﬁummsw‘tunfﬁﬁsumuﬂwﬂivamﬁmwmmﬂm Y5ERaunY o HIRUS &ail
diinezuuy dd
FuUsnEnT @ Tiiliauesen (Price) mo AZUWY
Fulsudnit o 1msguduiuasuinns do AskIY
3 @00 PBLUY

wamnuinisuseiduauseansaiwsiasini (Price Performance)
o w e o .
@. faudsnanil ¢ : s1ANELeIIAN (Price) (ALY ®oo RELLL)

17
o

szuvintadndumaismedidnnisindeeduiiunmsuszmanansuutvinluauaia
o, FuUTVENT 0 : 1RIPUAUAUAUIMT (ATLLLAN @00 ATWLL)

Jssnaudeiisses o & uariimiinazuu fail

b.6 IATTILHARTNG (ARUUILAN oo ATIUL)

blo swsg i URN (AUl eoo AZUUL)

wad & a1 o anm 3
v AANTRNGUslsvidonsUR TR (PRLUILAN soo AZLUL)

AIVD.eendeeccnrine USEEUNTIUNT
(ugEURAINA seRies)
WeUNMSAEIINgy
A8 AFIUNT ¥ TS
(wednsal eswgniia) ' (esns whidTanng)
YU TGN wndsnsTugnT



_bm
ansnanisarsanlazuu dnasinsAnsunaad

Fulsuan war Unvrinagiug

- faudsuan dwinasiuy
®. FIATEUBSIA o
b, WATFILEUAMATUIINT wlo
TR ®00
mmﬂwanm o mmmuauﬂmmmmi (AZLUULAY @oo ATWUL)
CfhulIndn ) Binagiuy
o. WATFIUNAN T Mo
. WAsgUesU TR &0
. AuaLTATERUsEleTidemIUFiRy o
| Taive aco |

B.e muﬂ'ﬁaw ® ! mmi%’mmamm% (AELLUGL @oo mLLuu)

shdaten (Bendeladonila)

1 azwuu Fouay)

(N) WHO List of Prequalified Medicinal Preducts

bo
(‘6) m’Luswsﬁawamnmsm&nﬂmmmmvwmam {GREEN BOOK) 38 Orange book Do
84 0.0.%%8 193un1sus3glu U.S FDA Orange book
(®) m‘lmqwamamnmmmﬁlﬂiumﬁmm (Approved Medicinat List) Do
Iﬂam'iamEJT;NWmmaﬂauamuumemamﬂmwﬁumﬁlm
(a) mamammﬂvwm o Lot ineieauijiinis ISO/IEC el wiu"lﬂmwam vo
(), (@), (@), (Q) yniidelatenis Wasuuuiy vo Az ' s
(@) eludgBuinnssulng o
ﬂmﬁamm OO
I A G? ............. UTEF1UNTIUNN
(UEINURYRNE  AIIATBE)
wEE TNy
O I 1 NTIUNNT QIO sy . ATIUATT

(nensel wsugnIdam)

Lawwndunnng LAdSNTEIUNEYNNT

(UNITING Lmemuﬂa)



-gl-

e FUUTTET o  WRIFIUKENGTANS (AzUAAL eoo AvUUL)

_ yhdegey Azuwuy (Govuaz)
FosuuRnsflumsuseinuaNson IR ISO/EC esolod
Eumsnadaunandasenfiauena lusennaaey
(N} Assay <o
(%) Identification @0
(m) Bacterial endotoxins &0
(4) Impurities/ Related substances wo
() Sterility @0
() PH ®0

S'Jll‘t?]’j\‘\‘!/‘iuﬂ olele]

ar o osm el A ¢ o wa o
.o FuUsTREN o : AruELTRNBaUsEle TN TUUANL (AZLUAN @00 AZLLUL)

S _ yhdedey | peuuu (Beway)
(n) Long term stability sy ASEAN guideline on stability study of drug product ;o
(%) vsstaidasiuuamng mioeey ®0
(7) FadmsuuRan A TIdu R wazu STyt 8y Faiau lingaaen o
_ qunpmesinedy uastuInALILSIEN NI e ua.

(9) 1NRIFIUNMTUIRTT 1SO sloos oo
(3) §iumssnu GSP uay GDP wasuiEvauds wo
imﬁ'mm HOO
aste... L 2 ............. Us35IUNTIUNT
(WATILURRINE ATIATeE)
WHLANETE71
A D0 ATINNNT vl { .................. nsINnTI

(wwnsal wswindvia) (U973 ﬁﬁuﬁi‘muqa)

nsLngTIUYNTS WnEnTEIUIRNNS




ANANBIRANIZYDIEN
Oxaliptatin &o mg injection (GPU tmoafolad’ )

o. Hoen Oxaliplatin €o mg injection
o, ﬂmawmm‘lﬂ
o.@ JULLY Wuansazanela 1ild Unendie dwsuandvaonidensi
b.lo druUsEnaU Ussnausiamen Oxaliplatin Tu @ viat
.o NYUTUTIY uﬁﬁfl,uﬂwuwﬁ%maﬂﬂﬁ'mmﬂmaﬂﬂauw L.Lavm'iﬁmmswﬂmnul,gm
o.@ AAMN 5~wam ArusznauietdALarANNLTS TUNES auaumﬁ lauiHEn
uneidaurisuen LLau’JﬁLﬂ‘U‘iﬂ‘b}’l hamwmwuumimm%
- YUNBUZUTIYOL N BEADITEY wamma‘uamamim duUIznsumen
AAYUAZIUINAINL TV iauiinan LLavquauma Teghsdaau

a.paussdAnaneia

Nﬁmi%i’mﬁjLﬂiwﬁﬂmmwﬂﬂﬁmu Finished Product specification g Drug substance
Specification fignadaainundaswmiuideariu FalgaanzdouradninauensnIsunIomIsuazen
ATYNTIAGTI0NGY Finduiuildsddeaduatuiifisuriniolniniuasgnunduiifulas3u
Wil AuUsEAIAnSENTIeENG TSN

L<

do../

(5K DO AP UT8E1UATINNT

(UGENIUILA ANATBE)

uuHNELdy
o B o
RCTT K. Lo R ASTUMS RGN, <A Ao 113
(weunsal wisugnIvan) (TS wilwdtauna)
UBLANET QYN \WnénsTIUNNTT

b {){)éﬂiiﬁ



-lgy-

a.@ Finished product specification : Oxaliplatin &o mg injection

ie Test items USP &&
@ | ldentification AT
b | Assay «o.0 - e®0.0% of the Labeled amount of Oxaliptatin
o | Impurities - Oxalic acid : NMT o.9%
- (SP-e-w)Diaqua [{@ R,oR)-cyclohexane-a,b-diamine-N,N] platinum:
NMT o.0¢%
- Diaguodiaminocyclohexaneplatinurn dimer : NMT o.&%
- Any individual unspecified impurity : NMT o.wo%
- Total impurities : NMT u.&&%
@ | Bacterial endotoxins | NMT @.0 USP EU/mg of Oxaliplatin
& | Sterility test MTIIWTL
o | pH &0 - a.o
o | Particulate matter RIITHT
& | Volume in container | 339Ky
adde... /g ............. U5Bsunssums
(WEATIVINE A9ATTDE)
Wiy
ﬁﬁ“i}la ............. JP‘J ..................... NITUNTT aﬁa ......... <{é7 .................. NT3UNT3
(weunsal eswgniian) (U wiviianng)

UEUNNET YN WndunstIuIgnIg




-en-

.o Drug substance specification: Oxaliplatin

48 Test items USP &e
@ | ldentification AU
o | Assay «a@.0 - mob.o% of the L.A. of Oxaliplatin (calculate on the dried
basis}
am 1 Silver NMT & ppm
& | Heavy metals NMT oo ppm
& | Platinum €g.a% - ¢o.a% of the Oxaliplatin (dried basis)
o | Related substances - Oxatic acid : NMT o.a%
- Oxaliplatin related compound C : NMT o.e%
_ (SP-a-)-diaqua [(@RoR)-cycloohexane-a,o-diamine-N,M platinum
: NMT 0.@%
-Diaquodiamino-cyciohexane-platinum dimmer : NMT o.e@%
- Any individual unspecified impurity : NMT o.@%- Total impurities :
NMT o.an%
- Oxaliplatin related compound D : NMT o.@%
o | Acidity ATITHU
& | Bacterial endotoxins | NMT @.0USP EU/mg of Oxaliplatin
& | Loss on drying NMT o.&%
@o | Microbial limits “Total aerobic microbial count : NMT oo cfu/g
Total combined molds and yeast count : NMT & cfu/g
@@ | Specific optical +ele.d” 1o +es.00°
rotation
m%a......)...2.‘..'..'........g.............Uizmunsﬁun'}i
(UNENLUANA AN TBE)
We ks ey
aﬁa...........ﬁ&a‘é ...................... ATINNNT 89D % ................. NITUNTT
(wwUnsal LesugnIiam) (NS wuYiRun)

UEULHNIT I

WnEBnIEUIYNTT




UGG
~ nsdifenmeidieundamaiu (waive) msesedeuiasisinenisl Widuuaasenansudngiu
fananniilasusysiacy

- Drug substance specificationflansauna1niasigvivediivgn drug substance wIoIATIEY drug
substancevestuAnerdagy atulaatiunils Fefinsmrinseiasuynihdeiitmn

<. Foulady
Q’Lauaﬁmﬁﬁaaﬁuﬁﬂmwmwdﬂmanms wiauasanesateiusesonasinegiisning
swazBuadiail
<o enansiidueygntunzdoudiiusitesmhelusemedlne wavdunsdectarelundmdn
@.0.0 ludAymsTunsatoum3ue 1Hun ves ne.n no.e ¥3e Bl udusnsdl
alo ’Luﬁwa%umﬁau ViELe Y3D 8.0 Y0NTaLETIA1 NieuTwandanhidenmsniuny
ﬂmﬂwwmaamammsﬂmmmuwvwau (Finished product specification) LagtaRMMUARNATHTDIINGAY
(drug substance specification) ﬂsmmaEJ3~m'm.miL\JaauLLUaaLLﬁ‘LwmemmvmaaLLum@nmimwaw’ﬂﬁu
(a1.&)u s finished product specification way/n3e drug substance specification Ineveunlunouiy
Usgnesemnsadidanaeiind warliiin e U o Tuusenielsznansianddnnaeiing
&lo BNAITIUTDMNTFIUNMSHEREN
&lo.e nItgmARluUsENA e wNammaauLanm'ﬁuiaﬁmmsmuwammmwaﬂmmmavmmw
AlunsHanET PIC/S (Pharmaceutical Inspection Co-operation Scheme) ) Taevninsanu PIC/S
participating authorities 39 u1@ﬂﬁ'ﬁ‘smmmmimun'ﬁmammm'mvsanmzumau'aﬁnﬁwﬁ‘lumiwamEn
maaa';um'mﬂzu..,ﬂi'mmsm‘m*:LLaua}'aﬂivmaaaﬁﬁﬁmawamwwu Taeilmnuaennapiuasyiniiguiu
namnasiLas i siunskERe PIC/S Tumnaeniiaueus atuaigamusauntsasisaeulaeiing
nssupsteiulssmenssninspiddnvsetnd
<ol nsdiznindranmassinadudndeciionasiuseunasgunisianeiaumaninasiuay
J2nsARlUNSHARENPIC/S (Pharmaceutical Inspection Co-operation Scheme) Taamineu
PIC/Sparticipating authoritiesv3a GMP vesUszmrdrinatuanganuseunisnynasulaviinansiuses
feluvsznalssmasddnnsaiindwieotgnasadnududngd

]
3 RT3 OO SOOI U585UNTIUATS
WETIURRNE AeATTeE)
=
WIYUNWNELTY DY
o /J ;
AAUD..vvevern Ol vvirinarnsereres N3NNI NTINNTS
e
(weUnsed LAswgnInaL) (W95IMS wudiaung)
WIBLHNEEIUYNTT wndun UG



—({—
& Laﬂmsﬂmmw‘nmmmmua‘ﬂm

&0 wam*smaﬁnmﬁ“wﬂmmwmamnmwmmmmwawmam (certificate of analysis finished
product) ugnjufidadudaedhs

&anlo HaNIRTIERTERRUAIRgAuveiiendify (certificate of analysis of drugsubstance)
fdtunswanenquiidaiiuagraviaveudneuasudn nghu

<anen ionensvieudngniudueorafiaiudsewinumstinruesingAuvesaed Ay (drug substance)
19 &.nlo ﬂmumiwamawamnmmmﬁqmﬁ‘d (finished product) 98 &.m.a

&.a.@ Han13Anw long term stability maaﬂmamwmmmummauhnﬁﬂm NITUNTITAINT
WABY1 NTENTNAISIIUGY

&.@ HIDENgE

(=

< d.o Gauenadesdeiatios o mhaussyius Fuluiunuansgandeald

asudumui sl tonaaiam Uty
&.& myUssiunanmeiduey

<&o mwaamavmammﬂumnmw o Utunniusin

<o HNOATidwey mmmmaﬁLu'm'\wma'L‘U'sU'smNam‘smfmt,ﬂiﬂmmiuwawau

<& ﬂifu‘ﬂ‘vtu’]EJ'S’I‘Uﬂ'ITVI’iﬂ'ﬁﬂJJW)BEINEl’l‘lﬂﬁ\‘ma‘uLWE]&QWT&Q’JLF\T] AUATN MIIBIIUNTAY
Wmilsdedesveiieds Tnafiauesia (f1ne) wdpsdiiudnmusnuiimbeswnsdmsniiasei
u,awLﬂumuceﬂ‘ua‘um’hmeman%ﬂumﬁmqmLﬂswm wihesen1sveanuans Ui INIEUD T
mmnmwmwLauaiwm(mw)uau/mawwawﬂuﬂﬁwalﬂ

&.&.a s ) axdosfunAsuiionlndminogiosnit v wou viedleiianis
Lﬁammwmaﬂszmﬂm fourmua Taelifdouly

4
LK1 NN SRRSO U5857UNIIUNTT
(WAL AD9ATDE)
¢ ol
UBULWAELTEIUI0Y
o \,,.} _ 2
VD, B0 NTINNT VD, oo, o FAR— ITUNNT
(wiensal iTeEnIiam) s wihidaun)
UNBURNETIUIYNTT WndunstungnIg



o-
<o faussim {ane) Buseslvonindagnreunsuimug it
& o.0 NITIHANIEUNTITIATIVIENI] { Tnensidvemaninaumdvdedon oRnsald
115514 ISO/IEC emolbd nanisaselinmsiliidulymuunasgiudedmualudsznd
U3znInean
<ol nsirdnfaseiatgnidoniuiunfiemaalnsdilnuanenssunso ez
‘L‘UTIINL?ﬂﬁ’ﬂ@ﬂﬁﬂgﬂﬁﬁ]%%ﬂﬁl%ﬂﬂﬂ
@0 ﬂ‘agﬁwuﬂﬁgmammwmﬂwﬁmﬁmﬁuwﬁﬁaﬂmﬁawaeiaﬂsx%m%waua%mmﬂaawﬁ'&siaé’ﬁw
fldFuen

1 =y c{ tas = a P Qe = o ot
@ .o WhesmmeanuandhizuinsunandusieniivseiRgndenifiuaulaedidne

ﬂm%ﬂi‘él.iﬂ'li'e)’%ﬂ"liLLﬁSEJﬂUiSEJSL’}ﬁ'\ o U ﬂ@u%ﬁﬂi%ﬂﬁﬁﬂ‘i3ﬂ’]ﬂi'¥ﬂ7§L§ﬂW5€]ﬁﬂﬁ

&. wannaTMIRITINARAaNDdBLEUD
Wndninmrsauszneauinasiay fail
- cﬁ'muamm iﬂmauﬁ’ﬁﬂiuﬁqunﬂﬁaamuﬂivmﬂﬁi“mmwmtLasLaﬂaﬁU‘ssmmqm
- HAnAusiEueTN :wuamwummnma&mumummmaﬂwmam sUsEnIAUsENINTIAN
- mLu}iwaﬂﬁmwi*mﬂummfﬂumsﬂivL&Jumi}iuammwmamm Usgnaudan o fauus ail
Srminazuuy fedl
FuUsvENT @ TATiEueTIen (Price)  mo  ABULUY
Fndsndnit o 1esgIuduAuazuInT do AvLUY
9 @00 ATLUY
wannasinsUsEEiuA1UILBns A mAss1a1 (Price Performance)
o, fulswand o : symaueTIAn (Price) (AzLULLAN @oo AZIUL)
%umm%aamm&mﬂﬁm%Lanwsaunm yasiunsuszananansuudliannlusauasnan
to. fauUsVaNnT o : WAsgIUAUAIALYINS (AELUAY @00 ASWUL)
UsznausefaulsTes o 6 uasihimiinazuu drail
v.o WWIFIUNARTRA (AZHULLAYN ®00 ABLLL)
oo MeTEUTRIUATRNS (AzuuiL oo ATULY)

- L o ek &
b.on AMENTATIDELTE MR SUUANY (ASIUAAL @00 AYUUL)

A
TSR KL IO SO Be UT8EIUNTTUNT
(WHAIUAINA IADY)
|
UYUANELTEIU Y
a Al ) o '
SRK O A N NI5UN3 R oM | k[ 0 &
(weUnaal AsugnIinu) (W19 waludTaung)
UEuINSTIUIYNI3 WEYNITIUIYNT



-

as

A151en1s AT IgAzwu Tinaeintsfansanssi

AauUsHAn waz YnlnAZLUUY

© daudsvian BmtnATILL

@, ﬂm'ﬁmuamm MmO

. WATFILAUAMGTUINT oo

| i’mﬁgﬂ“lﬁijﬂ Olele}
muﬂwanw o mmﬁquﬁumtm“mms (AZMULAN @oo AZLUL)

| R Cduvandn L ‘Azl

. INATHIUHEN D] @O

. ApsgIuvinalfuRns &o

an. Qmamﬁ'ﬁﬁﬁaﬁiﬂwﬁﬁiam‘aﬂﬁﬁ’ﬁqm o

TR @00

0.6 ﬂ'&LLUiSB\WI @ mmmumamﬂmw (ﬂ”LLuumﬁJ @00 ﬂ‘”LL‘LJlJ)

Ftaden (Bendeladanil)

Azuuy (Fovay)

(n) WHO List of Prequaliﬁed Medicinal Products

bo
(@) eluetendnsiadiunnnimuazgida (GREEN BOOK) wis Orange book Do
v99 9.8 9758 1§¥un13ussqlu U.S FDA Orange book ' “
a) erlusedenan s idiunsiuses (Approved Medicinal List) Do
ImaLﬂiamakqwmmaﬂauamwuwwamam3Lmqﬂsulmﬁ"lma
(4) HARTITATIVET o Lot Iﬂwaqﬁgummi ISO/IEC amiolod w"Lu”L*ziQ’mﬁm bo
), (@), (7, (@) wnsieladevils Iezuuuiy vo Az B s
(@) aluiyduinnssulney «o
'sfsmﬁgwm GO0
EN;?AJB.....[..............f?..............U‘i%ﬁ’luﬂ‘ﬁimmi
(LWNATIUYRF AIReE)
wounndidenney
Ao DD NS aq%a............./ﬁg’i................ﬂﬁumﬁ

(neUnsal wswgnIiau)
UM IUIRYNTT

(s wT Widiaung)
LNEUNTTIUIYNTT




-3

0.l mmjﬁaw LE mmﬁﬁuwaaﬂgummi (ﬂ“’LLuuL{Fm ®00 ﬂuu,uu}

Pdetoy ] asuw (Senag)
ﬁawﬁﬁ@‘mﬁﬁmumﬁ%'mmm’\;Ja*ummmummgm ISO/EC ewlolod
gunsvaaaunaaiasefiaueTm Tusennadey
(n) Assay &0
(%) Identification ®O0
{(m) Bacterial endotoxins @0
(9) impurities/ Related substances bo
{3) Sterility ®0
(@) PH ®0

i'ﬂuﬁ’&‘wuﬂ @00

. muﬂiiaw o ﬂmauumwtaaﬂﬂaﬂuumamiﬁgumw (muuumu @00 ABULUL)

R L azuu (Faraz)

(ny Long term Stablllty A1 ASEAN guideline on stability study of drug product Mo

() vAnslasiuleyne SATP LD @0

{7) mamﬁuuaa’lnm‘nuwﬁwamamLLamasmﬂmﬁm gudne danau Livaaaan o

- PUASNEIREIENAY LAETUIAATIIELIEN 1NV b 3.3, '

(4) WNIFIUNITUINTT 1SO sloow o

(3) $lumagnu GSP uag GDP aasuTdnuuedsen o
‘s’mﬁgwm @00

o
RTINS UEEIUNTIUNT
(LNEILLRANNE AIRTEY)
¢ o
PBRANELTEIUNRY
4 QS é ot
AD..rnn B P N AN AND. e, L NTIUNNT

(uednsnl Lﬂwgmwwu) (11973 w/ Lumcz@,zuna}

UNHUANGT YN WndnstyNT




