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AMENYULIANIZYDIEN
Cisplatin 50 mg/50 ml injection
1. Fown Cisplatin 50 mg/ 50 ml injection
2. AnuauTAvialY | |
21 Jusuy uansazanela hifiviedimdesseu Unmnniodwmivdadmaondens
2.2 dwlszneu  Usznausmesiaen Cisplatin 1 mg Tu 1 ml
23 WUIAUTIY  UIAUTIY 50 ml
2.4 N1WULUITY | ussglunTurUssEndaUsAnide ussiusilostuuas
25 a3 | mﬁam, dulsenav, MedIAL, ALY, TUKER, ’J’u?;umq, auTinae way
wansideusiiugnliegndnnuuuussiue
3. auauUAnIuvaila

3.1 Finished product specification : Cisplatin for injection USP*

49 Test Items Specification

3.1.1 | Identification Meet the requirements

3.1.2 | Assay (Content) 90.0-110.0 % of the L.A amout of cisplatin

3.1.3 | pH 3.5-6.2
3.1.4 | Particulate matter

- size > 10 pm NMT 6,000/VIAL

- size 2 25 um NMT 600/VIAL
3.15 A Sterility Meet the requirements
3.1.6 | Volumn in container NLT 100 % of LA
3.1.7 | Bacterial Endotoxins NMT 2.0 EU/mg of cisplatin
3.1.8 | Impurities

- TCAP (trichLorbammineplatinate) NMT 1.0 %

- Transplatin NMT 2.0 %

P < 7 3 . . . " dy a v o a @ o v Sy
*Namim’zﬁmﬂﬁmﬂmmmﬂu‘lﬂmu finished product specification wag drug substance specification isnsdsanndusrfuatudeaiu dala
wnzdsusodninnuauznssuMe Az nssmassagy  velinduihiulihdseaduatuiifieurivielminiunesgundiniula

o a <t < o ) v a % a
Aunils mudsTnANTYNTINEGTSaIEY (399 3y 2556 aaTull 11 wwieu w2556 (awsemalustsienyununiuil 10 Squieu 2556)



3.2 Drug substance specification : Cisplatin for injection USP*

99 Test Items Specification
3.2.1 | Identification Meet the requirements
3.2.2 | Assay (Content) 98.0-102.0 % of the labeled
amount of cisplatin on the
anhydrous basis
3.2.3 | Crystallinity Meet the requirements
3.24 | Water NMT 1.0 %
3.25 Impuriﬁes
- TCAP (trichloroammineplatinate) NMT 1.0 %
- Transplatin NMT 2.0 %

o . . . B . Sy a v o w o a 9
*Naﬂ’\imi'm’:Lﬂi’wﬁQNﬂ’mLfJu‘lﬂmn finished product specification wag drug substance specification V188 UNFYAITUAUULALINU

Sy o w X o o wovy a v o & a \ « )
Falswanziloudedinmuansnisun1semnIwaze NIensnasTsngy eiindyhiuldgdvieaduatuniiisurimielnindnnnsgundy
fduladiunils amudsznmansznINaIsIsugy 1583 sTYi1sIeIn.A.2556 astufl 11 wwisu w.A.2556 (@asznialusefianguawiui 10

fiquneu 2556)
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Drug substance specification #315:131nTudlAs1evivesduan drug substance n3aly
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- 4. Qaulvdun

4.1 wnasmsiasueygeunsidouiniueieswineluusemelng uazduns (declare) waawan

4.1.1 dunludrAgnmstunzifoudiuen Wuu ve.2 v 1.3 v3e ne.4 w3 8.2 ududnsdl)

Mhuvtiuagnds nsdiinsdsuwdaudiludfusygauazaauingn Iuuudiuie
vaufludsuudassienislunsifoud$uen wuu v.e. 9) wie durdrveudle
WaruulassenislunsideudifuenieriudSueyginuazaauiings (wuu £.4) s

wsauiuse

4.1.2 dnnwetiunsloudiuen (Wu ve.l vide 8.1) Memumiuaends wieuseazidenna

anwauglarzvasedusazUuartefmunasguTeis MIIAT1EEN (Finished Product

Specification and Analytical Procedures) iz unsideuly ﬂiﬁﬁagﬁizw'jﬂwamgauuﬂm
uileisiassiuazdorimunnasgnlidenadesnusiseniiuseniasusewionise
dngasedinanuamznsIunsemsuaze Wuuududveufluisuulasienisly
nzifeuiSuen Wuu ne. 9) wie duundweudludsuudasrenislunadeusdiiue

(WU ©.5) Insauiusie

4.2 dumisdefusewnsgIunsuaneimuvdninasiisnsAntunseanen [Good Manufacturing

Practices (GMP)] Tuniuanfieldeafueiaus (aﬁ’ua'ﬂzgﬂmwmaumwmwaau‘maé’aaeﬂu

%3917811155U509) leefaausenaumie

4.2.1

422

(Y a Y o

duumisdeiusennasgunmssdneimundninasiisnmsialunsuaninghusnedfny
[Certificate of GMP Active Pharmaceutical Ingredient (API)]
dumileiioFusewnsgIunIsHAn eI UMANINUSITN1IRlUNSHARKER Sudien

ﬁﬂﬁﬂgﬂ [Certificate of GMP Finished Product]

4.3 druumilidesusemantsiinseyt [Certificate of Analysis (CoA)] Tnagiasusznausae

4.3.1

duumilsdeduseananisimseningAudiendifey [Certificate of Analysis of Active

Pharmaceutical Ingredient (API)] lngRasusenaunie

[ %

4311 dwwmilsdedusamansirswiingiuiend dy vewnaningufedfny
(Supplier)
4312 dumisdeiusemansiinnziingaufiiedd By veiHinndndagiendusogy

(Manufacturer)



432 dwwwidsdeiusemanisiasgiudndneiondiagy (Certificate of Analysis of Finished
Product) vesirannaniasiendiiagy (Manufacturer) lugunsuaniigndadieg wuagldinghiu
meddgysuieiudinmideiuseinsieseiingauiendifty

(Y

433 ena1snsenangiududuainuduiusseniniunisuinvesingiudigndingy (dug

substance) 40 4.3.1 fusunsanves@nfasienduiagy (finished product) 4 4.3.2 |
4.4 duuenaisuaninanisAnenuAsi (Stability data) S1uaulivesndt 2 Junsuin laudas

Usenausg

441 dunenansuanmansAneANIszEYem (Long term stability data)

4.4.2  duuNenaLanINaNIsAnEIANNARIlUANTIELIY (Accelerated stability data)

443  duunenarsuanssansfinwanuasiiuaslaly (in-use stability data)

4.4.4  FUUNDNANTHANINANISANYIAINAIAITZEZE1Y (On-going stability data) Uangadnuiu
1 Jumsndn lanznsdiildiunisiusesniuanasgiu GMP-PIC/s w3e cGMP (current

GMP) ¥i50LA8UWIN

4.5 §981981

Y

451 fiauesian desdeiiegensgiatios 1 mieussyias duduiunuuaneazidonld
Asuiusisrusluideanaiviluinady
4.6 MyUssiunuAME WDy
161 vidweudesdionglililidesnin 12 Weu tuanfudweu

4.6.2 ymnuaidwsy sedesdsdnnmasluiuseransnsITiinseieiuidaeu

a «:ﬂ

4.6.3 NIENMUILTIYNTINTEURBE19ENENaUNDENTIVIATIRVIANAIN MIBTIVNTIY

¥ ] a

Vimtladesenesiiot lnegvuieagaesdigtindnniudnuIunnie519nN158Ins29
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AnszinaziufFuinveumlidenifedodumsnnaiinneinuam nsdfinuinehi
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4.7 tenansdue
471 dwumisdesusemaninmienduiagy (Certificate of Pharmaceutical Product) tawnz
nstdugnindrunludsemelng
472 dnumdngruANANYaveNAnineien (Boequivalence)  Laniznsdifidninay
AiznsIUNsETSLaze SdetmualiAnuewanyaven@nsasio sy
4.7.3 dumildeiuseanasgunsufiReuvdninasisnsinluiesujiRns [Good
Laboratory Practices (GLP)] #5® dumilsdesusesnsgiuvieaufjuinnig ISO/IEC
17025 lusrenseniiiaus [Hni]
4.7.4 dumildefusounasgunisifuinunasnszaeemuvdninasiismsieunsiiv
Sneaznsza18e [Good Storage Practice / Good Distribution Practice (GSP/GDP)]
4.8 fawena(§uie) Busedlvienidndygnounsuimun st
481 nafinamsduemaiiangientdannainermansnsumdlbidulumunasguderimus
082 madindnsaseeiatgndenduiuanfiesmanalasdinnuanenssumsemisuazen
Tughanavesdygerionsas
4.8.3 ﬂiﬂiwuﬂzym@mmwmﬂwﬁmﬁ’m‘lﬁmﬁadawaﬁiaﬂixﬁmﬁwaLLazmmﬂaamﬁaeiaéﬂwﬁlﬁ%’um
4.9 mherwnsveanuars bisuinsannanfasiofiiiusyiignSoniiuiulnedina
AugnssUMseIskarelusrezaat 1 Unewufuenansiauenamsiadonssil
4.10 feupsrumsivsandiflulsmennassdulsmeuaguituluvielsaSouumdniou
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