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s18n15N 1 Antihemophilic factor IX 600 IU for injection
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1. o Antihemophilic factor IX 600 IU for injection

2. amaniana b
A’ = o = = 1} o a o
2.1 guuuy Wussgndneanni@adunn nisfindasdan SuTula
22 dulznay  Usznaudiedaen Coagulation factor IX (Human) 600 1U s 1 vial
23 mauzusny  uITllumsusdmiuusgonde wibudhazae wazgagUnIntdmIuNIazaBEN
2.4 88N - szydern saudsznoudindALazANALs Tunde Tuiiueany 1eafinda uaziay
nzidaudsum weedSnmsiuinunenadwdaiauunussaiont
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3. amaNUANIINARA

3.1 Finish product specificationm

—_

. Specific activity Factor 1X YINNIRIaLYINNL 50 1U factor IX/mg protein

2. Identification AT
3. Residual moisture <2%
4. Factor IX activity 80 - 125% of stated potency
5. Protein content 3 - 14 mg/vial
6. Factor |l activity < 21U /100 IU factor IX
7. Factor VIl activity < 21U /100 IU factor IX
8. Factor X activity < 21U/ 100 iU factor IX
9. Sodium chloride content 7.2 - 8.8 mg/ml
10. pH 65-75
11. Pyrogen test/Bacterial endotoxins ATINU
12. Sterility test AT
13. Particulate matter (WR9N138zaY) AN
14. Apparance of solution AT
/7
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3.2 Drug substance specification : Human plasma @

1. Anti-HIV-1 ATIVHIUAWNIATFIN
2. Anti-HIV-2 ATIVHIUMNINNTZIU
3. Hepatitis B surface antigen m’JﬁlN’mm’mu’Wliﬁ’m
4. Anti-HCV (Antibody against Hepatitis C virus) ATIHIUANNINTIN

LazdinangIususesin Human plasma  MINIHAAUTRHATWAINIIATZIUTING LFU NIBSC
(National Institue for Biological Standards and control), AABB (American Association Blood Bank), PPTA

(Plasma Protein Therapeutic Association)

4 4
wanludu 9
. . e I N N .
1. mmewmmanmimsvlmuagrywmummmumsuml,waa'mu'm'luﬂi:ma'lm uazfuas (declare)
UASINE®
o Qs ! r-| 3 Qs Qo [} =
1.1 ludmagnstunsdoudsuen (me.2 ne.3 no.4 LaUANTHL)
1.1.1 luns@nduenindaludsenalneg nanefs ne.2
1.1.2 lunsdlnidundudruiemautioussy wansds ne.3
1.1.3 luns@Adueningrandedszing naneds nu.4
° J ] v a L a Qs
12 ludwatiunaiowen ne. /8.1 vesnfieuenim wWiaumuasBsaRIToMIALANA N THIBINRAN AV
ad P . . . v o o a
aundwnzidew  (finished product specification) URZVBNIAUANUNTNVDIIADAL (drug substance
. . A ' P a a [y ° .
specification) nmmagizmnn'mﬂaﬂmmmLLrﬂmwmmJ ALADILULLINFNTENWINWENBNTVALA 1 (£.5)
UTWTaa finished product specification URZ/AID Drug substance specification lapvaunlvdeuiudsena
drzmenadinnyeiing wazluiu 2 O o Suwdsemedsznieanandildnnsading
2. 1aNATIUIDINIATFIRNTHAALN
24 nsdifigmaniudsznalng guiadesdianmsiisennaspunniamemandninasiuazisnsndly
MINAAEN PIC/S (Pharmaceutical Inspection Co-operation Scheme) Taemsineau PIC/S participating authorities
#ie JlanariuTesnaspiumnaasaunaninmsiuaziTmnidlunisniasivasdinnuamenssuns
A o X P 'Y o A a a a 3
2IMITURZEN NIENTWF DTG darmruatulasdanusaandasuaznaioutunaninaiuazITnInalu
nINaasn PIC/S lununaufianasie a,u"’ua'wq@\mmaumsmmaa‘uiwﬁwamﬁusaaﬁqi’uﬂszmﬂ
dyzmenandiannsaiing
2.2 nsdfiduevingronasana Q’Nﬁ@ﬁaoﬁLanmﬁmaommgmmmﬁmmmwé“nl,nmwfuaz
3FMINGluMsKHAaLN GMP %38 GMP/PICs (Pharmaceutical Inspection Co-operation Science) Tasniasny
PIC/S participating authorities a17L&® musaumMInasaulasdnanissusesdiviudszmensznanm
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3. sanmsqmmwmaamﬁ;auamm (Fnwnwany)
3.1 wamsasienzgumwaAaiueiinguiagUuesiuia (Certification of analysis of Finished product)
1um§fuﬁz~i\uﬁuﬁaama
3.2 namsasndiareigunwianduaaseaendAn (Certification of analysis of Drug substance) Al
msw'ﬁmmiuﬁd\nﬂuﬁaazhwfmaa@wﬁmfml,a:;jwﬁmi'@qﬁu
3.3 luns@ifunzidouenunannni 2 9 asdasfidnunnwenuanTAn®n Long term stability anufifi
wadnlunsiougunuaas ussldSumsaswasusesenamndlawavesuivhn
3.4 luns@ifunzdousnaniosnii 2 9 sxdasddumnmwonansinnanan s e tu
Wudnlunzdousanugas LLa:'l@i"ﬁ'umsmmaﬁmaoLanmsmngﬁa"]mwawﬁiﬂ
35 Lﬁaammﬁumnsju biological products ﬁaoﬁtanmﬁ’umajun'ﬁwﬁm (lot release) 3N
NSNANAFATNISUNNG NINTHNTITUFY
3.6 tiorniuenfigesszanenould FasunUENEIURAINNUAIITEIN MRS IMSaraEdsaTiT
mm:aumm'smﬂﬁﬁ'um"am'L@"LumWLﬁ'wEufﬂ%ﬁ'uQﬂw LL&:GTENLL&@GT]Uﬂ:LSU@‘%GﬁBﬂﬂﬁﬂdﬁUiﬂQﬂlu
wnaIiinuen
3.7 Lﬁmmnl,ﬂum‘hi'@q Tusamangumsiinsmeadfinluwuwd (Clinical trial) fauszfnEmwmsinmn
wazHathaf BIassnemataL 18R WUt unsd swangnineua e nssumse I suazwastszinglng
Tognamsanmdasitszansmumssnmnbisasnienduuu useldsumsaRuimounslunsemownndd
\otiole
4. @A1981981
4.1 diguanen dassadiatnsenatnades 3 WU Faudusunuusasnvasiioalaasutiu
muﬁﬁmu@‘luﬁ'ﬁaqmauuﬁ‘rfﬂﬂ%aﬁu
5. msﬂszﬁ'uqmmwmﬁdwau (wanstand@INITULIENK)
5.1 mﬁdwauﬁaaﬁmqlﬁm&iﬁazm'h 1 9 viuaniusduey
52 umnm@ﬁﬁwau a:ﬁaadaa’mmmwmffl,u%“usaawanwsmw"smsw:ﬁmﬁuﬁdwau
53 nszﬁﬁ%mm’njmsﬁnmsq?uﬁ";aﬂwamﬁz«imamﬁadamaﬁmﬁ:ﬁqmmw RUIDTNTNTALTNAIIRG
{ovveda8819 I@mqi‘“mm:@‘faadamLﬁuﬁnmm"']muﬁ%mmwmsﬁa@s'zﬁ]‘imsw:ﬁua:Lﬂupﬁuﬁmau
f-i'fl,"ﬁahUﬁLﬁmiaalumwsa'ﬁmﬁ:ﬁqmmw nstﬁﬁwu*jwﬂajLﬂu"l,ﬂmuqmé"nwmxmm: AL TITNVD
FIBENT LI TURN IR BIRINEIVE Qmmm:m%asjwﬁﬂluﬂ%davlﬂ
5.4 ;‘Jf’mm]:@i"aﬁuLﬂﬁﬂuml,ﬁamlm‘f%mmq wiaflaiamaFeuamwaislsznisla g nautwualas i
Fouly
5.5 STUUMAiLLazsasendaaduiuy Cold chain system fildnasyuaamaninmt good storage practice
(GSP) a2 good distribution practice (GDP) lasusaaanassznay
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6. flananen (Axe) ansenlvisnidndgygrnenasumvue G

6.1 nst‘fmamsajumm"“;Lm'l:ﬁmﬁmnnsﬁﬂmmam‘mmwwzﬂmﬂu‘lﬂmummi’mﬁaﬁwu@

6.2 NIGHAAN T4 m’ﬁﬁ@‘t‘ignﬁﬂmﬁuﬁumnﬁammﬂiﬂUﬁ'\ﬁfm'\uﬂmnﬁumsmmmasm Tuzrenames
fyqazdaazans

6.3 nsﬁ’muﬂ‘%qummwmnwﬁmﬁ'm‘vfﬁawdma@iaﬂszﬁn%waLLa:mmﬂaamﬁ'&nsia;jﬂwﬁ'ld’%’um
7. m‘nm'njms"uaamuﬁwﬂ&i%’uﬁmsmNﬁ@ﬁmsﬁmﬁﬁﬂs:’i’agnL‘%Untﬁuﬁmﬂmﬂﬁ'\ﬁnmuﬂmznssums
anwsuazenluszezom 1 Dhawiulszmeysznmanadidnnsaiing

NANBLKA : 91989310

1 = Requirement specification Ua381AULLY
2 = British Pharmacopoeia 2013
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I18a21d ﬂﬁqmaﬂﬂmzl%‘l‘ﬂzlluﬂﬁ’lﬂlﬂﬂﬁ'liﬂ'liilﬂ%ﬂl’)‘liﬂm‘ﬁﬂ'l

i‘mm?ﬁ 2 Antihemophilic factor VIII 250 IU Injection

a1NlsEN1aINIA UATILE 1
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1. %am Antihemophilic factor VIl 250 IU Injection

2. amanianaly

A’ ~ A o @ o
2.1 3uuuy Wunsgdneniaien wia 1ieannias dwsuie

' 9 . = 9
22 swudszney  Usznaueiw Human coagulation factor Vill 250 1U 445690 Human plasma
a & % a 1
2.3 MIULUITY uss’«g’l,um’nu:ussqmmﬂﬂﬂmm’ﬁa UoInuuss

A » s o s Q' =3 Qs ﬂv d. s
24 287N - 5314’1)'88'\ a’auﬂsznaumma’mq;l,l,a:mwl,tsa AUHAGR maumq WANNER aunzidou
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3. AMANNGNIIMAKA

3.1 Finish product specification”"®

1. Factor VIl potency

80.0 - 160.0% of stated potency

2. Specific activity

laidndn 1 iu ves factor VIl dasagnsulusau

3. Solubility” scaanuanelu 10 wif wazldasazansdila wWisgwinae
lifis wSeddeanindas

4. pH 65-75

5. Anti-A and Anti-B haemagglutinins 1 to 64 dilutions do not show agglutination

6. Water content m’samumuﬁlixqiu Finished product specification

7. Sterility test AT

8. Pyrogen test or Bacterial endotoxins Pyrogen test : NLT 50 IU of factor VIII ;: C
Bacterial endotoxins : NMT 0.03 IU of endotoxin per International
unit of factor VIIl : C

9. Stabilizer @Smmumuﬁszqh Finished product specification

10. Protein content

A5 MATIIEY LU Finished product specification

3.2 Drug substance specification : Human plasma™?

1. Anti-HIV-1 ATIWTUMUNATZIN
2. Anti-HIV-2 ATIVWIUAWNIATIIU
3. Hepatitis B surface antigen ATNINUMNINATIIN
4. Anti-HCV (Antibody against Hepatitis C virus) mmmumummsgﬁu
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uaziinangIususes Human plasma AMannEaoligmmwansNaIgIUTINa 1% NIBSC
(National Institue for Biological Standards and control), AABB (American Association Blood Bank), PPTA

(Plasma Protein Therapeutic Association)
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URRINES
1.1 luddgmidunafoudduem (o2 ne.3 no.4 WaULANIHH)
111 luns@imduenfindaludszinalng vaneds no.2
112 lunsdimiugnsinduiionisutsussy waefls ne.3
1.1.3 lunydimdugnindhaindnadssne nanes o4
12 \udnweunadouen ne. /o1 vesnfiEuann w%“ausmazlﬁuaﬁ"sﬁamsmuquqmwwmaawﬁmﬁmﬂ
m&lﬁ’ifuﬂ%ﬁﬂu (finished product specification) LLa“ﬁ'aﬁﬁﬂuﬂﬂmﬂ'lwmaofﬂqau (drug substance
specification) nsnmaﬂs‘vmwmﬂﬂauuuﬂmmﬂmwumu dpIusuenaTIAWENaNIBaut Y (.5)
#IW3ax finished product specification Laz/#3e Drug substance specification Taswaud ludawinlsznie
JszmaseBidnnsaiing uaclitiu 2 © o udszmedsznesiedldnnseiing
2. LANAIIFUTBINNAITIRNIHAAY
21 nidiignaaalulsznalng Nwa@maouLanmﬁmaammmumwammmwamnmmLLa.;mmswﬁ‘Lu
MIKE®eN PIC/S (Pharmaceutical Inspection Co-operation Scheme) Taewineau PIC/S participating authorities
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Sidnmyefing wiao1yaseadw ududnsi
3. Lanmsqmmmjaamﬁmuaﬁm (Fnwmnnane)
3.1 wamIATRAenERgmINKAA TeiENdSagUvasie (Certification of analysis of Finished product) T
uws;uﬁdol,ﬂuﬁ'aaziw
3.2 Nan’\im’sﬁﬁLﬂi’]”ﬁﬂmmwi’@naumadéﬁméﬁﬁm (Certification of analysis of Drug substance) nldlu
msmammiuﬂauﬂumamommawwammua.mwammmu
3.3 lunsditunzifouenanunnnii 2 § ssdasfidunnmwinanansdine Long term stability P
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3.4 lunydidunsfouenantesnin 2 9 A=l N NN ENEHANIANINANAIRI VB I AN AT
dudnlunziousnanuses ualdumsasnuitsssenmanngiidwnavesivn
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36 Lﬁmmmﬂummju biological products GasillananITUTBIIUMINER (ot release) PnnsAngenaasnuwng
NIENTWENTVI UG
3.7 Lﬁaommﬂum"fnfmq TWusaamangumsdnsmenaiinlunyed (Clinical trial) faszinBmwmssnw
LasnaT o BIastn et el B R s umstunzid suandginnuamensunsamsuazsnuedszinaing
Tasramsanmdesfiszans mwmsinsn idasnioduiuy werlesunsdRaWinounslunsmmiaunnsa
\Hefiole
4. @10tneen
4.1 diguanen Fasdisatenatniey 3 %mwssqﬁmﬁ Fauiumunuusasroasioaldasutiu
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5. m‘sﬂs:ﬁ'uqmmwmﬁdwan (wdasiana@INISuLIENN)
5.1 mﬁz«iwam‘i’aaﬁmq’lﬂﬂﬂﬁavnin 1 9 siuamiusenay
5.2 qumamﬁ'dwau a:ﬁam‘aﬁmmmwmsﬂu%’maaNanﬁ@maf‘uﬂﬂ:ﬁm'ﬁ;uﬁdwa‘u
5.3 nstﬁﬁﬁmmwmsﬁﬂms@m’ﬁas_'mmﬁ'dwamﬂ‘adomwﬁmsq:ﬁqmmw pEsIEANTIENRISHE
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5.4 N;’mna:ﬁaa%’uLﬂﬁﬂ%ﬂ’utﬁauwlnﬁuummg wialalfamaeusmuaandsznisla g nausmualaylaid
Gouly
5.5 STUUMILALLAzIREILdaddumiuy Cold chain system ﬁ'l@’fmmgm@nwé'nmm‘ﬁ good storage practice
(GSP) waz good distribution practice (GDP) lasugaaanaslsznay
6. fiamanan (§u1e) Bnsaxldznidndygnanasuivue ok
6.1 nscﬁwamsq’mmaﬁmm:ﬁmﬁmnnnﬁﬂmmams‘mmw*naﬂajtﬂu'lﬂmummg'lwﬁaﬁmu@
6.2 NITANAAN TUH ﬂ'}’ﬂﬁ@ﬁgnﬁﬂnl,ﬁuﬁmnnﬁ DINEALALENINIIUATENTINNIAWITUAZEN TUT98189
fynnezdoszany
6.3 nstﬁwuﬂvnvqummwmnNaﬂﬁ’wﬁﬁmaa’(ma@iaﬂsxﬁﬂ%waua:mmﬂaa@ﬁﬂdmjﬂ'zuﬁ"’leﬁum
7. ‘mﬁnmwms'ﬂaawuﬁw%ﬁa&%’uﬁmsmNﬁmﬁmsﬂmﬁﬁﬂsﬁagnL‘%‘ﬂmﬁuﬁﬂﬂuéﬂﬁnaﬂuﬂm:nssunws
awrsuazenluszezaan 1 Draniudszmeadszmenasidnnsaing

vangmg 8198390
1 = British Pharmacopoeia 2013
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a o @ o A v ¢
YA AAMANBUSIDNIZURUNI BB NANTNITIATINIBN RN E
e B20 /2560
s78n19N 3 Bevacizumab 100 mg/4 mL Injection

arndsn@INnIA quas'mﬁ'\ﬁ

1.8a87 Bevacizumab 100 mg/4 mL Injection

2. amaNLaN2 by
J o A od
2.1 gﬂu,uu Wussazaela Unenide énsuie
2.2 gawmdsznay  Usznaudineann Bevacizumab 100 mg 1 4 mL
& @ A as '
2.3 MTULUII usiglunwu:msqmo"‘mﬂﬁﬁmnwa LLa:msgnmsrTﬂaonuum‘tuum:m@m
A ) [ o Q a o & A a ol
2.4 a@n - 32yTREN FIKUIZNBUMEIEAIUITAIUUT IUKNEA IUTUDY LRUNNER LaDNzilou
@fsuen Lm:%%n'mﬁﬁ'nmmvﬁathﬁmﬁmuumﬁgﬁm‘ﬁ
1 < Qs A 4 9 v
- LWMTULITIPEN BEIdaneasy o ®IaTaMINIIAn fIUUsTnauLRETUNeA LTI

PBILT LAUNHER fuﬁumq%’fmmu

3. amaENUANINANA

3.1 Finish product specification'"
1. Potency  (by bioassay) 0.8-12x10" U/ mg
2. ldentification Glidﬁlciﬁuﬂ’luﬁixq‘lu Finished product specification
3. Quantity 90.0 - 110.0% of Bevacizumab
4. Particulate matter @li’aiwi’mmuﬁizq‘lu Finished product specification

- u1@ 2 10 pm 'lsiifin 6,000/container

- 919 > 25 um LAY 600/container

5. Sterility m’mmumuﬁiquu Finished product specification

6. Bacterial endotoxins m’mr«humuﬁs:q‘lu Finished product specification

7. pH Gli’;ﬁ]ci’m@l’m"?l.i:qlu Finished product specification

8. Volume in container msaﬁ)chumuﬁizq'lu Finished product specification

9. Purity / Impurities mwmumuﬁlith Finished product specification
Gaulugun 9

1. ﬁmmmwmmanmsmﬂ@?%”uagmwﬁumtﬁ pudnsusniesmingluLsmalng uazduas (dediare) unamaa
1.1 luﬁwﬁnvjnwsi‘fuml,ﬁﬂu@‘iﬁum (MY.2 N8.3 N84 URILANTH)
1.1.1 Tunsdifduenfindaludsanalng naeds ne.2
1.1.2 'Lunstﬁﬁ'l,ﬂumﬂﬂLiTﬁLﬁamiLLﬂwssaq waneds ne.3
1.1.3 lunsdifduntuthandstszng nanefis ne.4
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12 wdmedunadouen ne. /.1 vasenfileuamn winumeasBoanatamIniugug mwua RN mt
awngunzifon  (finished product  specification) wazdariTMuAA MNTWBBIIANAL (drug  substance
specification) nsﬂﬁagswdwmﬂﬂﬁﬂuuﬂaaLm“'lmﬁ'mau dpduuuenmIELWIMNEIEITauns 1o (8.5)
UIW3ay finished product specification LaT/vMIe Drug substance specification lasvaun lunewiudsznia
dszmanndiannsafing wazlaifin 2 § o Fudszmeavszmanendidnnsafing

2. 1INFIITVIDINATTIMNITHAAE

24 nsdfenuaaludsznalng ;jwfi@1é’aaﬁtanms‘%’maamm@umw5@1mmm&a"'mnmfrﬁmﬁ'ﬁ'msﬁﬁlu
nINaaEN PIC/S (Pharmaceutical Inspection Co-operation Scheme) Tasvsingau PIC/S participating authorities
wio HlanmsiuTasnasgIunsniasamunsninaTLaz SN fiatumIniasuasi N nuA BTN
2IMIIUAZE NIENTNEIDITURY Fatmuadulaofenuseandasussrafiouiunaninusiuaz3inisfialn
nsudann PIC/S lunuaaenilianane atusgaauseunsasiareulasiinanisiusestioiudsznia
dszmenadiannsafing
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1. foen Cytarabine 2 gm Injection
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22 fwdsznay  Usznaudludann Cytarabine 2 gm 4 1 Vial
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3.1 Finish product specification“)

AmENTAMINARA BP 2013
1. SSnnaarsndnmy 95.0 - 105.0% of the L.A. of Cytarabine
2. Identification ATITHIU
3. Acidity or alkalinity 7.0-95
4. Related substances - Any spot corresponding to uracil arabinoside : NMT 2.0%

- Any other secondary spot : NMT 0.5%

5. Sterility ATIY
6. Bacterial endotoxins AN
7. Particulate matter AT

- BYMATIA > 10 pm 3iiAin 6,000 auma
- BUMAIWIA > 25 pm aitfiu 600 aume

8. Volume in container HIIN
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3.2 Drug substance specification : Cytarabine o

AMANLIANIINAKA BP 2013
1. ﬂ?mmﬁ"amé’ﬁty 99.0 - 100.5% of Cytarabine (Calculated on the dried substance)
2. ldentification ATIU
3. Appearance of solution ATV
4. Specific optical rotation +154° to +160°
5. Related substances Total impurity : NMT 0.5%
6. Loss on drying NMT 1.0%
7. Sulfated ash NMT 0.5%
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8NN 5 Docetaxel 20 mg injection
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1. Ban Docetaxel 20 mg injection

2. ansanvianaly

! o s
2.1 3uluyy Wussazmsdnannde swsude

22 dweney  Usznaudaedaen Docetaxel 20 mg TwilSu1@s 1 mL da 1 Vial
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3. AENLUANIIINARA

Nﬂﬂﬁi@i?%%tﬂiﬂ“ﬁﬂmn’lWL‘ﬂu‘lﬂmu Finished product specification way Drug substance specufcatlon ﬁ

E]’NE]\?‘%'\ﬂLﬂN?I@]'Ii‘UQUUL(ﬂEDﬂu mvlmmmmzmmamunmuﬂm‘,ﬂswmsmmmawm nsmswmmsmmj ‘YIG%
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3.1 Finish product specnflcatlon

Test Item

USP 38

a

1. Sumaendam

]

90.0 - 110.0% of the L.A. of Docetaxel (anhydrous)

2. Identification ATV
3. Bacterial endotoxins NMT 1.94 USP Endotoxin Units / mg of Docetaxel (anhydrous)
4. Sterility AT
5. Particulate matter ATITHI
- aymALwIa > 10 pm 140ifin 6,000 aymn
- aRMATIIA > 25 pm LA 600 aunn
6. Extractable volume ATV

7. Oraganic impurities

- 10-Deacetylbaccatin : NMT 0.30%

- Crotonaldehyde analog : NMT 1.3%
- 6-Oxodocetaxel : NMT 1.5%

- 4-Epidocetaxel : NMT 1.0%

- 4-Epi-6-oxodocetaxel : NMT 0.5%

- Any unspecified impurity : NMT 0.2%
- Total impurities : NMT 3.5%

(WHEMIWIEaN nassad)

(WHRNATHNT FTwANa)
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3.2 Drug substance sgecification("

Test item USP 38
1. Usinmdandnny 975 - 102.0% of Docetaxe! (Calculated on the anhydrous and solvent-free basis)
2. Identification ATITHIU
3. Residue on ignition NMT 0.1%
4, Heavy metals NMT 20 ppm
5. Related substances - 10-Deacetyl baccatin (if present) : NMT 0.15%

- 2-Debenzoxyl 2-penteony! docetaxel : NMT 0.5%
- 8-Oxodocetaxe! : NMT 0.3%

- A-Epidocetaxel : NMT 0.3%

- 4-Epi-6-oxodocetaxel : NMT 0.2%

- Any unspecified impurity : NMT 0.10%

- Total impurity : NMT 1.0%

6. Microbial enumeration tests and tests | - Total aerobic bacterial count : 13i1fiw 100 cfulg

for specified microorganisms - Total yeast and moid count : 1aisfin 10 cfulg

7. Bacterial endotoxins NMT 0.4 USP Endotoxin Units/img

8. Water 5.0% - 7.0%

9. Optical rotation, Specific rotation .39° to -41°(t=20°), calculated on the anhydrous and solvent-free basis
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UWRBINER
1.1 ‘Luﬁﬁﬁ':ymﬁfuﬂuﬁwﬁﬁ‘um (8.2 B3 Ne.4 uiuAnTH)
1 1.1 luns@ifiduenfindaludsinalng wanetis ne.2
112 lunsdifidugidiiansuiaussy wanetls no.3
1 1.3 luns@ifidusninghanansszne nusis o4
12 ludvetunadouen ne.1/e. Ja9ENPLEUaTIN w%aumvanﬁU@ﬁ'ﬁamsmuquqM'\wmaawamﬁ‘mﬁ
eufdunzifow  (finished product specification) LLamTaﬁmuﬂqmmwmaﬁmqﬁu (drug substance
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3.1 Finish product specification”

Test ltem

USP 38

BP 2013

1. Yhnmenendany

90.0 - 110.0% of the L.A. of

Hydroxyurea

95.0 - 105.0% of the L.A. of
Hydroxyurea (Hydroxycarbamide)

2. ldentification
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3. Dissolution
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3.2 Drug substance specification : Hydroxyurea (Hydroxycarbamide)m’(z)

Test item USP 38 BP 2013
1. ﬂ?mmﬁ’ﬁmﬁ’m"m@ 97.0 - 103.0% of Hydroxyurea 97.5 - 102.0% of Hydroxyurea
(Calculated on the dried basis) (anhydrous substance)
2. Identification ATITU ATIVH
3. Loss on drying NMT 1.0% -
4. Residue on ignition NMT 0.50% -
5. Heavy metals NMT 0.003% NMT 10 ppm
6. Urea and related compounds ATITNIY - Urea : By thin-layer chromatography
NMT 0.5%
- Related substances : By liquid chromatography
* Any impurity : NMT 0.1%
* Total impurities : NMT 0.2%
7. Chilorides - NMT 50 ppm
8. Water - NMT 0.5%
9. Sulfated ash - NMT 0.1%
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1.8 Nilotinib 150 mg capsule
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3.1 Finish product specification'”

Test Item UsP 38
1. dInadaendany 90.0 - 110.0% of L.A. of Oxaliplatin
2. Identification ATIINU
3. Impurities 1. Oxalic acid : NMT 0.6%

2. (SP-4-2)-Diaqua [(1R.2R)-cyciohexane-1,2-diamine-N,N' platinum : NMT 0.65%
3. Diaquodiaminocyclohexaneplatinum dimer : NMT 0.5%

4. Any individual unspecified impurity : NMT 0.20%

5. Total impurities : NMT 2.45%

4. Bacterial endotoxins NMT 1.0 USP Endotoxin units/mg of Oxaliplatin
5. Sterility ATIVHU
6. pH 40-7.0
7. Particulate matter AITHI
- BUMATWIA > 16 pm LsitAn 6,000 aRMA
- aMATIIA > 25 pm LA 600 aume
8. Volume in container AT
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3.2 Drug substance specification : Oxaliplatin"’

Test Item USP 38

1. ﬂ?mmﬁ”;mﬁ’lﬁiy 98.0 - 102.0% of L.A. of Oxaliplatin (dried substance)

2. Identification AT

3. Acidity ATITU

4. Specific optical rotation +74.5° to +78.0°

5. Microbial limits -Total aerobic microbial count : NMT 20 cfu/g
-Total combined molds and yeast count : NMT 5 cfu/g

6. Silver NMT 5 ppm

7. Loss on drying NMT 0.5% of its weight

8. Platinum 48.1% - 50.1% of the Oxaliplatin (dried basis)

9. Heayy metals NMT 20 ppm

10. Bacterial endotoxins Not more than 1.0 USP EU/ mg

11. Related substances - Oxalic acid : NMT 0.1%
- Oxaliplatin related compound C : NMT 0.1%
- (SP-4-2)-diaqua [(1R,2R)-cycloohexane-1,2-diamine-N,N] platinum : NMT 0.1%
- Diaquodiamino-cyclohexane-platinum dimmer : NMT 0.1%
- Any individual unspecified impurity : NMT 0.1%
- Total impurities : NMT 0.3%
- Oxaliplatin related compound D : NMT 0.1%
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2. LENAIITUIDINIATTIRNIHAAY
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578n15N 9 Recombinant coagulation factor Vlla 1 mg for injection

ANUTENIAIINIA quaswmﬁ

1.3o87 Recombinant coagulation factor Vlla 1 mg for injection

2. amasianaly

2.1 3uluuy iunsgnUsaanidedinn wianevhazsmeUsaanide s Wi dwiuda

2.2 sudsznay  Usznaudaalsn Recombinant Coagulation Factor Vila 1 mg 1t 1 27
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3. anaNlANINaARa

3.1 Finish product specification'"?
1. Identification sli’aﬁlmumuﬁizlﬂu Finished product specification
2. Content of rFVlia maamumwﬁszq‘lu Finished product specification
3. Specific activity @S’J%N’mmuﬁs:q‘lu Finished product specification
4. Bacterial endotoxins @\i’)'«w\i’mm&lﬁsz‘u‘lu Finished product specification
5. Sterility AU
6. pH m’zﬁ)ﬁi’mmuﬁizqh Finished product specification
7. Particulate matter ATIWHIU
8. Appearance m’mmumuﬁi:qh Finished product specification
9. Water content m’;w’mmuﬁizﬂu Finished product specification
10. Purity / Impurities mmmumuﬁizqh Finished product specification
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s18A15N 10 Regorafenib 40 mg tablet
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1. Baen Regorafenib 40 mg tablet

2. amaaianaly
2.1 guny Wuenide dnsusudszniu
22 gmsznay  Usznaudas@ann Regorafenib 40 mg 1w 1 uiia
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3. AMLANLANIILINANA

3.1 Finish product specification“”(z)

1. ﬂ?&l’lmﬁ‘améﬁﬁh‘; 90.0 - 110.0% of the L.A. of Regorafenib
2. |dentification mi’aﬁitiﬁumuﬁsquu Finished product specification
3. Dissolution mw&humuﬁs:qh Finished product specification
4. Weight variation %38 mwmumu‘ﬁ'i:ﬂu Finished product specification
Uniformity of weight (mass)
5. Water content m’mmuma\lﬁszﬂu Finished product specification
6. Impurity / Related substance m’mﬁhumuﬁi:qlu Finished product specification
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801N 11 - Thalidomide 50 mg capsule

aNUsEnAIINIA uaT1wsh

1. Ban Thalidomide 50 mg capsule

2. amsatianaly

2.1 jluuy Wuede sdasuysemu

2.2 sautlsznay  Usznaudaueasn Thalidomide 50 mg lu 1 1@
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3. amanlANMmana

NaﬂﬁiﬂidaaLﬂiW:ﬁqulﬁwLf]uvl.ﬂmu Finished product specification (Laz Drug substance specification

L2
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3.1 Finish product specification"’

Test Item USP 38
1. YSnmdadnry 90.0 - 110.0% of the L.A. of Thalidomide
2. Identification ATIINIW
3. Microbial enumeration test Total aerobic microbial count NMT 1000 cfu/g and the total combined
and Tests for specified microorganisms molds and yeasts count NMT 100 cfu/g LL&:@]S'Jﬂ&iWUL%ﬁ Escherichia coli
4. Dissolution ugaamsazaglaisiaenin 70%(Q) of the L.A. of Thalidomide lu 60 w1l
5. Uniformity of dosage units ATIIN

3.2 Drug substance specification : Thalidomide""

Test item USP 38
1. YSnmdendnry 98.0 - 101.5% of Thalidomide calculated on the anhydrous basis
2, Identification ATIINIW
3. Microbial enumeration test Total aerobic microbial count NMT 1000 cfu/g and the total combined
and Tests for specified microorganisms molds and yeasts count NMT 100 cfu/g
4. Water NMT 0.5%
5. Heavy metals NMT 0.002%
6. Chromatographic purity - any individual impurity : NMT 0.1%
- total impurities : NMT 0.3%
7. Ordinary impurities NMT 0.1%
e
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5181131 12 Trastuzumab lyophilized 440 mg for injection

Az MAIINIAgUaIIBEIH

1.80en  Trastuzumab lyophilized 440 mg for injection

2. ananian

A’ o G k2 A o
21 El] LUy WWunsgndneanide FIRAIUREALINRRDALRANGN

2.2 fwdsznay  Usznaudau@nn Trastuzumab 440 mg 14 1 NBUSUITY

= X . C
2.3 MIULUIN] usnluﬂ’l‘ﬁu:llﬁsfgmﬂ@lﬂi’lﬂmm’ﬁa W3au Bacteriostatic sterile water for injection 20 mL
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3. amanianinana

3.1 Finish product specification”

1. Potency by Bioassay

Gli’aﬁwi’lumuﬁizlﬂu Finished product specification

- aUMATWIA > 10 pm LaiLfin 6,000 auna
- aUMATWIA > 25 pm laiLfin 600 ayme

2. Identification ﬂi?%ﬁﬂuﬂﬁuﬁiquu Finished product specification
3. pH msmmumuﬁs:qlu Finished product specification
4. Sterility test mmmumuﬁ.‘i:ﬂu Finished product specification
5. Particulate matter mwmumu‘ﬁinﬂu Finished product specification

Bacterial endotoxins

asa9UaaNIEY L Finished product specification

Water content

m’;’ﬂmummﬁszylu Finished product specification

a3 UeATIEY LU Finished product specification

6.
7.
8. Protein content
9.

Purity m’sﬁlr«hu@’mﬁﬁquu Finished product specification
10. Osmolality m’aﬁ]mumuﬁizq‘lu Finished product specification
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