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AMENYAYIAWIYYBIYT Oxaliplatin @oo mg injection tsimweunasasidn

i@ﬂ_’] Oxaliplatin @oo mg injection
AuAN TR

o. WuasazareUsiaanide dwduda Ussnoudesen Oxaliplatin @oo mg

o. usrglunivusuiilatinady Jastuusuasdadnsvioguriannrindaedanianunimssunnuas
gnkanylNnse a2l

. ;‘Jaawmsq’j’u,lﬁau,ﬂﬁmémLLawmmq,Laﬁuﬁmam,Lawmﬂauﬁw%’umﬁ’aéﬂqﬁmquummwmifq
AuEnUAnamata (USP <a)

Finished product specification (Oxaliplatin @co mg injection) :USP &a

@. ldentification Test L ATIWU
b . USuusendagy : @o -e@o % LA of oxaliplatin
. pH : €om.o
@ . Bacterial endctoxin : NMT @.0 USP endotoxin unit/mg of oxaliplatin
& Total impurities : Not more than b.€& %
b. Specified impurities
- Oxalic acid 14U 0.00%
- Diaquo DACHplatinum dimer el o.¢0%
- (SP-@-b)-Diaqual(eR,eR)-cyclohexane-e,lo-diamine-N,NJplatinum : 18ty o.o&%
- Any individual unspecified impurities - l4diAiu oloo %
¢. Particulate matter : A3
. Sterility Test L ATITNIY
Drug substance specification : (Oxaliplatin) :USP &
®. Identification Test : ATIAHU
. Usunumigndidgy | 6l.0-eok.0%LA of oxaliplatin

calculated on the dried basis
a. Impurities

s.@Inorganic impurities

- Silver : NMT & ppm
- Heavy metals/Elemental Impurities : NMT wo ppm/asianiu
- Platinum : €:.@%-&o.e% of oxaliplatin,on dried basis

el Oreanic Impurities
(procedure @)
- Oxalic acid - LAY 0.00%
(procedure o)

- Oxaliplatin related compound C - NMT o.@%
- (SP-&-b)-Diagual(eR,bR)-cyclohexane-e,o-diamine-N,Nplatinum : NMT o.e%
- Diaguo DACHplatinum dimer : NMT o.e%
- Any individual unspecified impurities  : NMT oc.e@c%
- Total impurities QJ : NMT o.eno0%
EN%EJFE’“/ ......... Us¥5IUNTIUNG ﬁﬂ%@ ........ L/ ....... 334N ‘EN%'E] .......... g/ ..?./ﬂ’iiilﬂ’]‘i
(W 9EMaUlnd wInusu) (w1sn6 UTR) (Weasn3il Fvieryed)



Drug substance specification : (Oxaliplatin) (s18)
.o Organic Impurities (#8)

(procedure en)

- Related compound D : NMT o.0%

@. Bacterial endotoxin : NMT @.0 USP endotoxin unit/me of oxaliplatin
&. Loss on drying : NMT o.& %
. Specific rotation : Between +w@.¢° and +0x.0°
o). Acidity : HITIINIU
. Microbial Enumeration tests and Tests for specified Microorganisms
- Total aerobic microbial count : NMT wo cfu/g
- Total combined molds and yeast count : NMT & cfu/g
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o. fiEuermfedudiunmieienas nfevaneiofefusonenanslnegiiunaseandead
6.0 mﬂm‘anﬁlﬁ%'umgaym%umﬁwﬁ'}%’uml,ﬁ@@ﬁmmEﬂuﬂizﬁmﬂm wazdum(declare)viaaEn
o.0.0 Wadynstunsdouiifue) Mes ne.m ne.c) wdusnsd, erfinanlulszma
e (vnefls o) gmiduiedunsuiussgmneis o), srindninissesma el ne.)
o.0.0 WAt unsdous ne.o via 8.o vesnauesan wieueazBeatadanis
AUANALA YN ERSusin ufidungifou (finished product specification) NINBYTENIINTT
Wasuwlasdlufiniuagfesuuienaiswisdiuinmaienisvently (0.¢) umden finished product
specification Waz/%38 Drug substance specification ngvauilunawiulseniaussninsadiannseding
waglitfiu o ¥ o JuusenAussnansAndiannseting
. LINAITUTDWINTFIUATNAREN
olo.6 nsdiindnululssmalneg franazfoaidiunnmaevidefussanasgruntsndn
NN DEIE NN SNARTRIUNTSHARE PIC/S (pharmaceutical Inspection Co-operation Schere) g
1897 PIC/S participating authorities ¥3eillanansfusesnnsgiunsninemamaninasiuagisnisia
TunTsdnevosdinuANENTSINNTOMISUAZEN NSENTIEAET5MAY Befmuntulaefinuaenndes
wazvinflsufundninusinaziinsidlunisadnen PIC/S lunuineniiiauevie aduaianniusaunis
arvasulasiinantssusesiyiulsenauszmasiadidnnselind
o0o n3diiduerddnanaaUsema gudsdodindidodiuinindrendediasuses
MIASFIUNISHERLIA LA eI S AAluNSNARET PIC/S (pharmaceutical Inspection Co-operation
Scheme) Inewulgau PIC/S participating authorities aduaianmusaunisnsiaaaulaeiinanissused
nefudszmeusgninsiadinuselind wieotgnaendn uduwinsel
o.o0 LONANIAUN VDI NLAUDIIAT
ea.e KANIATIVIATIERAMAMKEndnsed15a5UrenEn (Certification of analysis
of finished product) Tusnjuiidadusoeis
e.mlo HANTIATINIATIEVAMNWIRGRUYBwiie1ddey (Certification of analysis of drug
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damansznusiensineion Teedissnudgmendifsadestunislden
& \onanIdun
& nan13finw long term stability naentseryressivunzSeulifudinnunmenssuns
IMNIUALET NITNTIAITITUEY
¢ lo Dilamanantsinwinawastmduione (Diution stability) ez ity Fuipsiaarunsg
luaanildlunisusnisengiaelneialy
o. MaUssdluAszdvanmmwsasan (Price Performance) s1eagiBennuienansuszmasindidnnseling
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LNATINIS IAAZLUY Asranngin1sUseliuAIUsEENS A1Wsas1A1(Price Performance)
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muUTvan dmwilnesuuy | Aswuugn
®. WATFIULSIUNER ®0 @0
o, WNSFIUNEASLI o o
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<. AuELTATiBaUsHlavdrensURTRy mo no
3’33&171’5&1"1&61 ®00 ®00

©.6 UM @ : 119557UlTITUNER (AZHUBLAL o AZLUL)

‘ flsnan AZLLUL ASLUUEYD
@ GMP PIC/S participating authorities ®OO ®0
. WHO GMP alo &
o, GMP Usewetindin / GMP Buq o o

.o AILUTTRN b : 1ATFIUNEAAUI (AZILUUAL eo AZLUL)

AUsuan AZLUY AZUUUEYT
®. NIFUTDIAUNNKNERS QI &o o&
b. tayaatuayuAnyITendnsie ¢o o¢

b.lo.eMUUTTRM b doy : NsTuTalnunndndun(denteladends)
(AZUUULAL & PZLUL)

fawUsvan AZLULY AZUUUENS
(1) WHO List of Prequalified Medicinal Products &o od
(v) En'lu'ﬁ’l&l%@ﬂé‘mﬁmﬁm@]mmmaz@wam (Green book)/ &o o
swmssdadusieaiylniffenuwidienlunstidadnefy
89U UU (Orange Book)
(m s1lusredondndusianfildSunisYuses (Approved &o &
Medicinal List) lngiaTagnglsanarutanguanituunng
Aansuislseinelne
(9) AwanT9TAT18%e7 m Lots laaesu§URn13 1SO/EC &o o&
esolbd ‘ﬁlﬂ“ﬂiﬁ;l:ﬂﬁﬂ




wlol MUUTBM b doe : ToyaaivayuAnyidenunmedniue

(AZUUULAY o& AZLUL)

4518914n15798n19Aa0Nn (Clinical trials) 1593184714 N1SANEININARTATIUIUDND Y

UszanSnmuadeRsuusIfULUL B398 U AN kansdsUsEanSn1nyeen ¥SansAne
U UazAndadfituWlulnsaIsnIenITuITe (Eenteanasiuunniian)

fauUIvan AZUUY AZLUUANT
(n) FnsAnwduluy Randomized controlled trial &o ol
(@) F5msanwnduiuy Non-Randomized controlled trial o ol
() AFasAnwndunuy Comparative studies Wuu Cohort Mo «
studies
(@) A8n1s@nw1Uukuu Descriptive studies WU Case o o
report or case series (51841Ug{U78)
@) (o) Ns@nEdufiedosiuanulasnfevase ®0 on
() Tadegas (1), (@), (@) we (1) AbileRRuwluIsans
. UUST097 o : aesEILREsUFTRNT (Bendoladevily
(AZLULLAN mo AZLUL)
faulsnan $UUL AYUUUENT
() o fURNTANILAITIUTDIRINAILNTARINLIATEIY ®00 mo
ISO/IEC ool funtsnagaundnsudianiiiauasian
TusenIvaasy
(w) WHO List of Prequalified Quality Control Laboratories ®00 mo

b.e MLUTTENN & : guaniAneeysslaviionisuiinau (Fenldnnda)

(ALLULRYL eoo ABLUL)

| anunsataaiunasls

FauUsndn AZLLUL LGNS
Storage and stability &o ol
(A1) Long term stability @13 ASEAN guideline on stability
study of drug product 5¥e
(1) GDP (Good Distribution Practice) @0
(m) GSP (Good storage practice) @0
Package and label bo T
g1din
(n) nsdlussquusetnaiasdesssyBesmniie Mo &
(@) nsiliugwsiag imprint code vugindsirasanisust mo «
8190
(M Auzussglaviaguie flip-off ieannisuuwieu no cx
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