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AMANBULIANITYBIEN

Carboplatin 150 mg/15 ml injection uwaz Carboplatin 450 mg/45 ml injéction
1. Foen Carboplatin 150 mg/15 ml injection waz Carboplatin 450 mg/45 ml injection
2. auautAnly

21 vy \uasavanela lifidviediviessou Usrnniedmiuaadvasnidensi

22 dwuszneu  Useneusesien Carboplatin 10 meg Tu 1 ml

23 IUINUIN IUINUIFY 15 ml HAZIUINUTIY 45 ml

24 QIYULUTTY Ussﬁﬂum%uwisﬁgmﬁﬂﬂs'mﬁmL%a Ussfiunvasiuuas

25 aan seylieen, dauusynev, fenddey, Amnuuss, Jukdn, fuduey, waviindn uaz

lnansifoudsuelisgndaauuuussyiue
3. qmauﬁamqmaﬁﬁ |
Namimw’?Lﬂswzﬁﬂmmmﬂu‘wmu finished product specification uag drug substance

specification fignsdsanndusinuatiuietu Fddaameidoudedinnuanznssunisemsuazen
nsgnTRANsINEY induifuilisdaeatuatiuiiiisurinvielmininnasgnundasisulashsy
Wile AUUTEAANTENTHASTINEY (389 SEUITIE1 NA.2556 aadufl 11 W w.e.2556 (@eUssne

luswianuyunwiun 10 fquigu 2556)

3.1 Finised...



Finished product specification:

U9 Test Items Specification

, 3.1.1 Identification Meet the requirements
3.1.2 Assay (Content) , 90.0-110.0 % of the L.A of carboplatin
3.13 pH . 5.0-7.0

3.14 Particulate matter

- size 2 10 pm NMT 6,000/VIAL
- S 25 i NMT 600/VIAL
3.15 Sterility - , Sterile
3.1.6 | Volumn in container NLT 100 % of LA
2.1.1 Impurities Meet the requirements
3.1.8 Bacterial Endotoxins Meet the requirements

WUBLR)
aa a v v o a ¢ v v
- nsdineanzlsundanisiiu (waive) N15091980UATIERTTIUNTIA IR B ULAALLDNEATS
vangusainanilésueysiFsme
- Drug substance specification #315191nTuTiAT1ERveguEn drug substance n3alu

v v

AN drug substance vosnansdNsagy atulnatunildlaeiinisnsainssinniide

q

AAVIUR

] .
4. @auluduq
4.1. wnansmslasveygntunsileuisueiivedminalulssmelne uavdunsdeclare)unasman

4.1.1. TudAgnmsTunsifousinguen (Me.2 ve.3 e.4 uiusnsil)

4.2. Tumve...



° & 2| v a o
q4.2. IUﬂW‘Ua‘UUM3Lﬁ8u 8.1/8.1 VDY INLAUDIIAN Wi@lﬁ'\ﬂagLaﬁ]ﬂﬁqcﬁaﬂq'ﬁﬂ')‘UﬂNﬂmﬂ'\W‘U@q

KAn S usiAfiTuneSeu (Finished product specification) uazdafvunguninvesingiv
(Drug Substance specification) ﬂifﬁf/’iaev}izm'wmnﬂﬁauuﬂmurﬂmﬁmau ADILUVLONATT
n1sveauwrly (8.5 uandeu Finished product specification Waz /438 Drug Substance
specification lagveuflunewiulsznmmasusna uaghifiu 2 U a udssnmiddausian
4.3. LaﬂmiqmmwmaamﬁLauaswm-
4.3.1. NAN1SATITIATTRAUN KA NVBIENER (Certificate of Analysis) Tugnquiidudu
Fi10819

- w o ' ; i
4.3.2. Han1InTITIATERRuAMIRgAUYaIend iy (Drug substance) AlFlunsuaneIgun

dafusheginiwesrdneuastidningiu
4.3.3. Tufuserinenanslude 4.3.1 uaz 4o 4.3.2 Wujwdendu
434, wamsAnw Long Term Stability aaeataseguaseiisunsdeul’
4.4. ONATFUTDWINTFIUNTHARE
4.4.1. n3dinewdnlulszmelne fudadosdidiunmaendideiuseannsgunisnans A
NIRRT INTENT AT TREY (GMP U138 GMP/PICS) Tuvannenil
\AuBUY
4.4.2. psdifugnhdhanssssme grandedidiunnmaenivdeiuseunasgiunisuineg
aumdninasIsnsiiAlunskanewasnaningRveesseinagnin wie Certificate of
pharmaceutical product
4.5. fegeen
4.5.1. flauesian fesdwinegeenedislies 1 vulgussine TnglisuAudadusunuuans

seazidualdnsudunufinmusluidenuaudiniludwiu

4.6 N15USENU...



; 4.6. IUsERuAuNWeNTidsey
¥V 4.6.1. vdwmudedionglildhidesnin 12 Weu Tuanudwey
| 4.6.2. pWnNATdDY wdesddunnmigluiusemanmsvlinneienuiiduey
4.6.3. naifviiesvnsyinsguisgnseiidmeuiodmiaiinseinunm mheswnsey
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| 4.7.1. nsdlnansduemainneieniannnainermansnsuwmdbidulusunesguderimun
0.7.2. nstindnsusiewindgnisnifuiunniiomainlasdrinnuamznssumsemisuazen
’Lu‘ﬁ"sqnawmé’iymuws%a%mﬂ
4.73. nstiwulgmamnmnneandusiienvdsareussavinauasamnaensdtesegaeldiue
4.8. eI wANTTeanuANT Ui wAn A useiiiuseiignisenifivAulaedaineu
AznsTIMseNIwareTluszesaan 1 Uneufutuenansiauesimmsiadonded

4.9 foungrunmsinsandildlulsmeuiassiulsmenuagudtuluvislssSsunnmdunneu



LUU UN.ob
AN IBENIRUIUUS U UNLASUIAFTTHATSI8aLLDEAAN LTaNe

N159AYINININA MU BES1S

@. TBIASING.__ @981 91UIU b 518015

. MN8N NFUNW/ENY_AFINUNEYNIIL. NFUNIIAIAIYINITHAZNITMINE

________ oY1 eRe lRl Hl g s e e Y e e e R g

AUS1VNS AT ULZLS LA

o, WRIUUsER S USEss ] ©,00n0,000.00 U

<. Jufituuasiannans (3981989 s Jud oo NOYAIAN o&Dle
WURY. 19,000,000.00 U
Carboplatin e&o mg/ed mlinjection 51V/1138 (073)_____mom.go.. UM
Carboplatin €&o me/e& mlinjection FIMV/9E (03)___emo.go UM

WA wdoe AU & 1811 b e

_______________________________________ g R O

5. TYTBMNNHAMUATIANAN (51A1871989)

o.0. WeUyIa @navenuui P UEWINENTEYIY
oo, WIENTUYI AT P LAFUNITILINIT AUNEYNIINARTHN

[y

. YNENEAUT. WANRAIERN AU ndunsUAuRNIS




WNUINIS AU PRICE 593 20 ASHUY

WNUINNITIAAZILUY PERFORMANCE 573 80 AZLUY

AsUszidu

AU

. ansﬁqtumwﬁ"ﬂ)m (Universal quality criteria)

1 mmg‘mmﬁ‘usaa Good Manufacturing Practices - GMP

1.1 Certificate of GMP Active Pharmaceutical Ingredient #

- 195UN155U589 GMP-PIC/S %58 cGMP %58 Wiguivin

- 195UN155U589 WHO-GMP vi3aiieuin Tununaiiieadaeniu APl

: lAsun135uTes WHO-GMP wisaiisumi walissumnadaau

1.2 Certificate of GMP Finished Product #

- 195UN155U589 GMP-PIC/S %58 cGMP %38 Wiguivin

- 195UN155U589 GMP 91n@1NUANIENTSUNITBIMSRATEMLLNA PIC/S

- 195UN155U589 WHO-GMP %38 wisuwin Tunuiaiiieadesiu Finished Product

- lAsun135uT09 WHO-GMP wiaiieumn walissumnadaau

2 WINTFIUING
a9 9

o w a

Autedfny wasnnsgIuNdasasiendsagy

o L)

2.1 Active Pharmaceutical Ingredient Specification #

nstllasun1siusedlusisen Official Pharmacopoeia

: 81989 USP, BP, Ph.Eur., IP atua4n

: 91989 USP, BP, Ph.Eur., IP atulmindtusenie ssusngen

- 91999 USP. 34, BP. 2011, Ph.Eur.2010, IP 4, TP 2 (muusene izq(ﬁﬁ’]m)




nsailailazunissuseslusingen (Non-official Pharmacopoeia)

- 81989 shsevesUszinaduaundn ICH atuagn

- 91989 Ms1e1vealsemeiluaundn ICH adufiiinn

- 97994 In-house process #idanadady ICH Guidelines

- 91993 USP, BP, Ph.Eur., IP Waz In-house process fidonadediu ICH U199t

2.2 Finished Product Specification #

nsfilasunssusedlusinnen (Official Pharmacopoeia)

: 91989 USP, BP, Ph.Eur., IP atuatan wazuilulungideusmSueu

: 91989 USP, BP, Ph.Eur., IP atuatan widdlilaunlalungieussuen

: 91989 USP, BP, Ph.Eur., IP atulmindnusemia svusisen waswilulungideusdiSueu

o '

- 91989 USP, BP, Ph.Eur., IP atulumininusema seudnsien wadailawnbulungidaudinsuen

]

- 91999 USP. 34, BP. 2011, Ph.Eur.2010, IP 4 wazwabulungideusiisuawan

- 91999 USP. 34, BP. 2011, Ph.Eur.2010, IP 4 wadaldilawnlulungidaudnsuen

nsdilallgsunissuseslusingen (Non-official Pharmacopoeia)

Y a o a a 0 ! =) o £
: 9NBY AF191eIUTEIMANLIUaNTN ICH Q‘U‘Uﬁ’]?j@ LLﬁ%LLfﬂGUGL‘HV]SL‘UEJ‘LJW]SU?J’]LL@’J

: 971989 fmeesUssimaniiduaundn ICH atuage uadalilsudlalunsideushiuen

- 91989 As1e1vealsememduaun®n ICH atufiiinan

: 91989 In-house process fidpnAaadAU ICH Guidelines

: 91989 USP, BP, Ph.Eur,, IP W@ In-house process fi@anadodiu ICH U19ite

3 WINIFIUN133U589 Good Storage Practice / Good Distribution Practice - GSP/GDP #

- 195UN155U509 GDP-PIC/S 91n% 89185 USRI U LWIeie 1 SGS, BSI

- |#5UN53U599 WHO-GSP+WHO-GDP a1nviassiuiusesfiundeie wu SGS, BSI

- 195UNN55U509 WHO-GDP 3nnuiaganususasiuleds wu SGS, BSI

- 195UN155U589 WHO-GSP 971n9t891us U5 uniiene Wiy SGS, BSI

- lilaSun15SUIe9 GSP %S GDP




ANsUsLAY

(4 . . . .
. NUNAMAIMNLANIE (Specific quality criteria)

1 Waigauannm Certificate of Analysis - COA (MANMUIINRITUY CoA)

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

: 93971U Active Pharmaceutical Ingredient Specification ¥t M3 Supplier wag Manufacturer kagiinisuananalugunuuday snviu fade

Physical description

: 1391V Active Pharmaceutical Ingredient Specification nﬂﬁﬁa 294 Supplier #38 Manufacturer LLasﬁmiLLamNaiugﬂﬁalﬂal,%ﬂﬂ%mm

(Quantitative data) %38LaY BnLIu #ide Physical description

: 139U Active Pharmaceutical Ingredient Specification ﬂﬂﬁ?‘ﬁa 9994 Supplier kag Manufacturer Lwiﬁmil,l,ammaslugﬂl,mu“Conforms,

Complies, Not detected, N/A” anviu s Physical description

: 139U Active Pharmaceutical Ingredient Specification ﬂﬂﬁ?‘ﬁa 294 Supplier #39 Manufacturer LLGiﬁmiLLamNaIugULLUU“Conforms, Complies,

Not detected, N/A” 8nviu U8 Physical description

1.2 Certificate of Analysis of Finished Product #

: 13317 Finished Product Ingredient Specification ynite waziinsuanwwalugudayaiieUsunm (Quantitative data) w3 falay snviu Wide

Physical description

: 95911V Finished Product Ingredient Specification e LLﬁiﬁmiLLammﬂu‘gULLUU“Conforms, Complies, Not detected, N/A” gALIU #i7o

Physical description

2 wangauamnw Stability data #

- 1in13ANWY Long term stability @1u ASEAN Guidelines (30 + 2 oC, 75 + 5% RH) ﬂi‘umumEgmﬁﬁmuml"iuuamﬂ uaginan1sAnen On-going

stability ﬂaﬁqm

: finsfinw Long term stability Luiidulum1u ASEAN Guidelines Asumuangeniiinualivuaain uaziinan1sdiny) On-going stability Uangn

- 1in13ANWY Long term stability @1y ASEAN Guidelines (30 + 2 oC, 75 + 5% RH) ﬂi‘ummmEgmﬁﬁmuml"iuuamﬂ uslifinan1sAne On-going

stability Uaan

- ins@nen Long term stability Tsiuluanu ASEAN Guidelines ﬂi‘ummmEgmﬁﬁmuml"iuuamﬂ waliifinan13finw) On-going stability Yaan




3 wangalaAmnIW Bioequivalence (A3lnuain13Wa158LN Bicequivalence) #

- 918971UNN3ANY Bioequivalence Wuluma ASEAN Guidelines %30 dtinaupuznssunsomsuazen 1in1ssusemwa

: 918971UN13ANEN Bioequivalence Tahdulumu ASEAN Guidelines / laifi BE

4 waWgaAMIW Package & Labeling

'
v U o

4.1 ussamIendie (Individual package) vi3e UsTATMNdURE UL *

L NMYULUTIWMIINUTTEYLY Finished Product Specification

L MUz UsIlinsmnunsyyly Finished Product Specification

: aaNilswazldIAATUAIY Specification

- aendTeazldunliasuniu Specification

4.2 Uiiﬁ;ﬁmﬁ%ﬂu (Inner package) #

: aanilswazldeAATUAIY Specification

- aendfeazldualiasuniu Specification

5 wWaigay Therapeutic Equivalence/ Biosimilar #

- 1Asun15Us39lu US.FDA. Orange Book %38l@sun13susednin EMA

- ldfinan195uses Therapeutic Equivalence 3@ Biosimilar
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