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3.f!"aaruor@Mi{unflfifl     Finished  product specification

3.1.     Identification  test

32.    Atss2ry

3.3.      pH

3.4.     Individual  impurities

3.5.     Total  impurities

3.6.     Bacterial  Endotoxins

3.7.     Particulate  Matter  2  10  urn

2  25  urn

3.8.     Sterility

3.9.     Volume  in  container

3.10.   Cyclobutane-1,1  dicarboxylic acid
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90.0 -  105.0  0/o  of L.A.  of Carboplatin.

5.0  -  7.0

NMT 0.25 0/o w/w

NMT 0.5  0/o w/w

NMT 5.4  lu /ml.  of carboplatin.

i  6000 /vial.

i  600 /vial.

Meet the requirements

NLT 45.0  ml.

NMT  1.0% w/w



-2-

l€@u[ay5u

4.  Ii@uley5u

nggrlau@5immgroi6uii@"uayia@9u5@"?otl@iaiafi@S@9u5oii@naistflu#o°iui@5iu@gi3u®flovqfigr

4.1  i@fl@i5ni5tfl"gu@qap"Sgr"3i€ uum°is~uuiifio@°"ti"1utl5gunfltMu  ii@3a°iiiflq (declare) iiVI@'"am

4. 1.1 |u@°m~fum5@gr"3|fiu"°|5Ovuu| t®gr||h  ".2VIu.3 Mu.4 Vlso  a.2  ||@gr|||m'n5fi

4.1.21ufl°"o@"wiglfiuu M"  M€o  "  "@"ifiiau@5im  "go3j5"@3iau"Ori"gr@m5fliufltl
a

q"fl"oqouamflor"m`mufiSgruyi3i€uu  (finished   product   specification)   i|a3"gr@fl°"u®

q"fl"@{iaymqau  (drug substance  specification) nsfifi@#'53m'1qm5ltlauulltl@qLbfll"
I

ifiarl@u@gongrodiiuulonal5nls"ollnl"  (u.5)  ou"g@u  finished     product     specification

Ll@3/Vis@drug      substance      specification      t®U"@llnlflhoulorutls3nlfltl53n"s|fl|

aianvi5ofina` iia31u'iau  2 a  " iorutl5gmfltl5gm®5im6ianyi5ofina`

4.2 ioflai5gu5Oqou"5§"fl"amui

4.2.1n5fiu"amluu53i"t"#grwamm"@qfla°"m"d"u~iao5Ovus@qouimsfiuniswa"imou

vi@~nin"ay`iii@333m5dalun"amui  GMP-Plc/S   MSS  ou"5£"m5ouamuimanvi@Orninrum`

iL@333nisfi®1um5wamui"a°iu-ni""3nsstlm5@"isii@3uin53M5idaisi5"q"€d

no"®@grut®ufm"@®fl@gr@qii@gMov®ifiuanrfuM@eyni"m`ib@333msfi@1um5NamuI

Pharmaceutical  Inspection  Co-operation  Scheme  (Plc/S) 1"an"ulfi'lauomu  @uQ'u

@'iqflm"5@um5ffl5i@a@utflufiN@msgu5O{amTutl53mfltl53"smi6ianVls@fina`

0Q,

fl"3n5S3Jm5m¥`u9.flgrquTanU"3l@"13

I,,.,,-(C`,J

tl5836"fi55arm5

(ul{amtl53t"     morutl53ba3£)

LBS    {®#Ltthi tiff
I............i................................m5|lnl5

(uiiaimq     @ovuyT5`by,"`)

r)i, uti-S\pryi
ns5anfli5

(uidai"ufqnou"®m`   nyiu`fiyiuiflar) / -3- 4 2-2



-3-

4.2.2middi@uuiu°"grminon'iqtl53i"#grwaonmgroifia°"m"d"uovia@gu5oqou"sfiumswam

ulm"a~ni"ayibL@g3€nisfi'®1un"aonui    GMP-Plc/S   "@qtl53iymgivam@uorua'ia®man
q

soun"si@a@utflufiwam59u5@iam~uusgn"tl5gm®5ifli6ianyis@finaf

a4.3 bonaisq"fl""o"iyibau@5mi

4.3.1  ou@nismsi@3ifls"`q"fl"amfl-fum`uia°iLgo§tl"ng"wan  (certificate    of   analysis    of

finished  product) 1uuiiufialdbfiumuiou'id

4.3.2 w@n"5i@3ms"`q"flim~mq@u"@"Oviuia°movng  (certificate of analysis of drug substance)

Mifllumsouaonuituddqifluonovi@u'"8{"oqgivamuiiia3givamTmq@u

4.3.3M@~n£"Soi@nai58urfufli"Ovan"Oru6`s3m'iitum5wam"iTmq@u"@"-"ia°iflovng(drug

substance) "lr@  4.3.2 n"uiun"am"oqNafflflov"`uia°ii3@§ti  (finished  product) "gr@  4.3.1

4.3.4 ouam5finul  long term  stability  mu  ASEAN  Guidelines  (ono±  b°C,  cid:±  d%  RH)  flsu

oniun"amLiagfl5umu@iq"o"ifiS""3ifiuutirnayua9iuormiufl"gn55anm5@imsbi@gui

fl53VI5i€fli6i5rua"
q

4.3.5  n5fil@uulm:tl  biological  products  dL@u vaccines,  blood  products  mgr@qai@nai5gu5@q

Sufl"am (lot release) @mfis"i""iaffl5m5Liywiu` n53yisidaisi5"a"
q

4.4  mui@u'ifleji

".1.#grLau@siflim"@qa'"~i@tliquioa'iqugrou....10....Vlndiuu55qfl~"ffl`@ii@umoviii"iia®q

5"@g|6Ufltflgrfl5Uflgr"moufin°"fl|"u"groqou@ouuu@MJiw"gr"gru

4.5  m5tl53fluuq"fl"ifial{OuOu

4.5.1uimoviou'iqii@3uiddquoumgr@qa@ia.|ffldialugrounii......12.....Lfi@"Ovu@imorudqu@u

4.5.2uiapn"fi'dtouou@3mgr@{a'qa°"m"fl'ialugu5@qNamsmsi@im"uii"@qouou6,             I       d'    I

fl"3fls5Oum5nu"ufl.fl,"@unu"3L@"i3

(  fkff,i
tl5836"m5um5

(uiqaiitl583["     Onuuul53L@3§)

.....gr[.....fy.V.T.'r'Y/n5

(uiqaiiiq     @®uVI5iVI"`)

`Lul\ELjfirm'

•...........L........!'..y:.........-............fi55g`In'i5

n55annis

(uiqai"®£qji"ngayi`   iiyiu`fiyioifl") /-4-4.5.3



-4-
dcj        I                                                                                        ,                         ,4.5.3nsru"uiusiflni"°mi5doumoviou'i¢aifia'iu@uifi@d"5i@3m5igMq"fli"nd""m56`

@3M°"~qa@g@{"~iou'iitfluRggriau@5ifli(ng"mu)@gmgr@{diuiifi'ou3nmou@°iu"dVltilo

"nl5d"sl@3lfl5"`lla3lflu#uafl"@ufl'11flgrdludLfi'u"gr@{1um5msi@3ifls"`q"m"

nsdifi"uiiuitali@uttlmanq"@~nu"3i@"i3Vlti""m5"O@"aMstal5~ufi@i5"inis

iauo5imum"qm'"@qnggriau@"i(th")biag/MS@givamluflgqofotJ

4.5.4Rg"iau@sifli(tggr")@3mgr@q9uitlaauaiifi@uiln@grMan®@iqMSoifioia®msiaotlafl"gria

tl53m51flin'@un°i"flt®u[al'fiL€'@utfl

4.5.5  n5fiLfluulficagr@ilfiugnulfi@,"flfi  2 -8  @qfl"@l@uflengroifibofl@15LLaflin.lfi53uum5Lfiu

ll@8;a-®d"ll@u  cold  chain  system  fit®granlm5£1um"aaynln"` Good  Storage  Practice

(GSP)  lla83  Good  Distribution  Practice  (GDP)

I

4.6.    i@n@15Su|

4.6.1.n5fiLfluulfim"oq@g@"lL@3/VISolso"h@ul"grflgro{fiN@m5fiflumllouflqafl"@®dm5

@3@"lL@3/VIS0l@0"1"®1yil@g@"'|{|fl5uflgriuii@3@@flfl@gro{nquuL@nai5n°movuui

4.7   #griau@"i  (giv") @"@"1MgrunLanaufgfuih@ufl5un°"®

4.7.1mffiou@msdanm51@3ifl5"guifl"@mman5"imam5`ni5lL""1an'ifluttlmouan"s@iu
gr         a                                                                                                                                                                                                                                                                                                                                                               ace

"OfllVlu®
9,

4.7.2fl5ffiNamu"ay`iu"fi®fl@flLSuflLfiufiu@"gr@"@i®tflua°"un"fl"3fl55oum5@"i5w@3ui

luali{ii@i"auouugui@3€"@@3"ig

4.7.3nsfi"utlru.Miq"fli"@"amflov"m`uiflgrd@i@a'"am'otl53aM3w@ii@3fl"tla@®flovufl'@quia

fi[flgrguu|

qL,fl"3n55Oum5nui"flqou@nuru3L@"i3

tl536"n5Soum5

(uiqamtl583t"     rfutl53La3£)

......b.'.:...'................n55ilfl15

(uldfll

F?IS.rrur`\'en'
n55ufll5

(ulq@i"®§"ianngayi   Liyiu`fiyiuiflaj)


