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5797150 1 Bicalutamide 50 mg Tablet

alszmadIninguaysii

M Bicalutamide 50 mg Tablet

amamianaly
1. \lusndanfauRsy (Film coated tablet) ThaTuUsznn
2. 1u 1 @ Usznaudas@ren Bicalutamide 50 mg
3. usaluunsagiliiisuwand w3a blister pack vpatunaiu
4. aanIzy - Harn FmdsEneURII T YUAZAIALTI TUNAS 'Tuﬁvumq \nfinee uszanzdow
dsuen Wadhatanuunussyioet
- UUURIEN aﬂﬁaﬁanﬁaam%am dulsznaualendng anuusd i’uéumq MARUAREA

ANFNIANWINAKA
AMaNiAMImaia USP 35
1. USanmudendngy 90.0 - 110.0% of the L.A. of Bicalutamide
2. Identification AU
3. Dissolution waadn1Tazane laiiasnin 75%(Q) of the L.A. of Bicalutamide
molwam 45 wid
4. Uniformity of dosage units AT
5. Limit of 4-amino-2- (trifluoromethyl) NMT 0.1%
benzonitrile

HWAULINA NMT = Not more than
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1.ﬁ‘ummwrhmanmsn’ﬁvlﬁ%'ua»}zywmfmnﬁ sudnsueniiasinalutsznelng uazdued (declare) UnaINR®
1.1 'lué’m"ngmﬂfuﬂuﬁﬂmhfum (ne.2 NB.3 N4 LRIUANTL)
1.1.1 lunsdifdumnfindaludszinelng nanofls ne.2
11.2 lunsrﬁ?ftﬂummn’mﬁammn‘oussq nnefls ne.3
1.1.3 luns@indugningramnendsne waneis ne.4
1.2 ludpadunadouen ne. 1 vasfiauana wiaunuanduanatanImuAIATWYEY
nRan ATt unz SewlT (finished product specification) nnﬁﬁag;s:ﬂiwn'lsl.ﬂﬁuuuﬂmun"huﬁmﬁu

rdaunuianaImIadmimwinanisvaun luawiay finished product specification
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2, (ANFITIUTINATTIUMIHEALN
2.1 ns@ngmbauszanalng gufadasdidnauiamiifaivsesunasgunsnineey
mi'nmm‘ﬁ‘?%msﬁﬁlumwamwaansznnamm‘mq&: (GMP w38 GMP/PICs) lumanasiliausuy
22 nsdfdueamintremnaredsana  guisdsaiduimamwiemiiieiuseanasunmindam
msmﬁ’nmm‘fl‘aﬁmiﬁmummﬁmm’uadllszwlﬂv‘li’wﬁm %30 Certificate of pharmaceutical products
3. mﬁmuam’aaLﬂumﬁu‘%ﬁ'mﬂu;jwamvﬁavjtmua"’mmtJ ( URAILBNRTIITUIY)
4. ii’ummwﬁwtanmsqmﬁnwm:maamﬁmuaﬂm
4.1 Nammﬂﬁmﬁ:ﬁqmmwNﬁ@ﬁ'twfmaag{wﬁm (Certification of analysis) 'lumjuﬁdnﬂuéi’mrj’m
4.2 HMIATIIIATRAAMMWIANAL (Raw material) posdandngilslumendam %mao%wamm
ua:ejuﬁmi’mqﬁuﬁtﬂuémﬁmﬁu Ltaztﬂus;utﬁa'zn”umm”‘mzhoﬁda (LFAILDNEITIVIAY) ABIUNAINNTATID

1.2

o X
Bicalutamide a31

anasifinamaiia USP 35 i

1. Pumaandaty 98.0% - 102.0% of Bicalutamide 97.5% — 102.0% of Bicalutamide
(Calculated on the anhydrous and solvent- (dried substance)
free basis)

2. Identification AU ATIIU

3. Related compounds - Bicalutamide aminobenzonitrile : NMT 0.1% | - Impurity C : NMT 0.15%
- Bicalutamide related compound A isomer A | - Unspecified impurities : for each impurity,
: NMT 0.1% NMT 0.10%
- Bicalutamide related compound A isomer B | - Total : NMT 0.5%
: NMT 0.1% - Disregard limit : NMT 0.05%

- Desfluorobicalutamide : NMT 0.2%

- 2-Fluoro bicalutamide : NMT 0.2%

- Deoxybicalutamide : NMT 0.2%

- Bicalutamide sulfide : NMT 0.1%

- Any unspecified impurity : NMT 0.1%
- Total impurities : NMT 0.5%

4. Water NMT 0.2% i -
5. Residue on ignition NMT 0.1% -
6. Heavy metals NMT 10 ppm NMT 20 ppm

7. Loss on drying - NMT 0.5%

8. Sulfated ash - NMT 0.1%

WIAUIAR 1. SOILRAINANTIINARBLAMFNTEYIWAianndaeundrdnl USP 356 w3a BP 2013 $196%
A q q
2. NMT = Not more than
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6. MIUTEAUAUNINENTAIFINY ( URAILANFITNNTTULSEAN)
6.1 mqmmmﬁdmauﬁae"l&iﬁaun'ﬁ 12 @1 HUIIMIUFINAY
6.2 mnm’mﬁdwau a:ﬁaadaﬁmmmwd'\Ul‘u%'maoNanwsmsaaﬁtﬂﬁ:ﬁu'\juﬁdauauﬂaat‘{wﬁm
i o e N ' A a ' °
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6.4 Qmﬂa:ma\ﬁmﬂawmmam'lnawﬂmq wiawatiemarenanwaulsznsla g daurnue
a
7. 1anE3au9
7.1 FUWURAINANIANHIANUAIAIVEILN (Stability data)
X ' o ’ . i
7.1.1 lunsdidunadousnanuinnit 2 9 azdasddunnnaiunanisfine Long term stability anaf
4 a a
SuAudulunziisusnuuras
ad a (% ' ¥ ag ’ -] o ad
7.1.2 lunsddunzidousnuntesnia 2 1 azdpallda M naigRa NMIANIANAINIBAILANNTY
sindnlunsifousnunusgas Lta:vlsﬁ'umsmmu%’mmLanmimmjﬁmmwaau‘%ﬁ"n
A LG Y R a aAd a v -2 ] . .
72 nvdidui lilsenduuuy desdinangumeimnsfiseiislduaasnanisdinmniis Bioequivalence study
& 1 - [ i A L I3 -~ =t
TuuywdulSoudsunuaduuwuy gadullaunaninasinisdinmndiauyauanasniuguer N
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1
2
3

The United States Pharmacopoeia 35

British Pharmacopeia 2013

ASEAN Guidelines for the Conduct of Bioavailability and Bioequivalence Studies ua:g;ﬁa
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8NN 2 Cyclosporin A Microemulsion 25 mg Capsule

aalszmadIninguausiih

Zam Cyclosporin A Microemulsion 25 mg Capsule

amaxanaly
1. lugudla soft capsule JUnuY Microemulsion BRaTUUsZMY
2. lu 1 e Ysznaudlvdaen Cyclosporin 25 mg
3. urnyluuwsagiiiisuwasd wia blister pack patunnaiu
4. 832y - Horn drudsznauditniAguazaIaLss Tunda 'S'uﬁyumq Wainde ussaunzdoudiiue
adnstaanunusssnie
- URURIEN as.i'wﬁam”aﬁ:q%‘am fFulsTNauRILEINY AL ’3’u§umq LB RVTIHER

(> a 12 . . @ o o a v a
amautamaneiin” (i Official lwngwénsu USP 35, BP 2013 dvamenssunisy Iiduanaisdneds
lumsiavhquansuzianzyadn)

1. USinmdandan’ 95.0 - 105.0% of the L.A. of Cyclosporin

2. Identification’ @151%64"1%@1‘1“171‘5:141% Finished product specification
3. Dissolution NLT 75%(Q) of the L.A. of Cyclosporin 1w 60 w1t
4. Content uniformity1 #3779 mumu‘ﬁs:qlu Finished product specification
5. Droplet size2 Less than 50 nm

6. Degradation product2

6.1 Cyclosporin H - NMT 0.3%

6.2 Iso-cyclosporin A - NMT 0.7%

6.3 Iso-Cyclosporin H - NMT 0.2%

6.4 Other degradation product - NMT 0.5%
individually

HUTBLKG NLT = Not less than
—_—
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1.mtmmwmﬂLanmsm's'lmua%mu'mmummuumsumtwamumﬂuﬂs:mel‘lm WALEILAY (declare)
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o Qs & = o Qv Y '
1.1 luddamsunzidoudiiuen (no.2 n.3 no.4 udauansol)
e a4 a
1.1.1 luns@ndusnrdaludszinalng naneds ne.2
P o w A N P}
1.1.2 lunsdifdusihiduienutnss wanods ne.3
1.1.3 lunsdlnduenidhanndrsdszineg Wo nesd4
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1.2 ludwatunsiousn ne. 1 vasenfiauasen wiaumeazduaRITaMINILAN AN INYEY
raaf i anuRdunziiowld (finished product specification) nsrﬁv‘fa;Jis:whm'mﬂﬁiuuuﬂamn"lmﬁmﬁu
wADIUBUENTIRIBELWIMWTNENTVBUT luaWIBu finished product specification
2. (ANFTIUTAINIATHIUNTITHEALN

2.1 nsdifigmanulsanalng grindasiimumnwiawiifeiusasnasgiunniesans
Mé'mnmfﬂfi%msﬁﬁ'lumiwﬁmmmams:mwmmimqm (GMP %38 GMP/PICs) lunuaaeiauaue

22 nadimdueningromndedsana  guiadsafiinmmniomiidsiusasnasumniam

mamé’mnmﬁﬁmsﬁﬁlumswﬁmwaaﬂs:mmjwﬁﬂ %38 Certificate of pharmaceutical products
3. mﬁtauam’aatﬂumﬁu‘s’ﬁ'mﬂmjnﬁw%acj‘lmuﬁ"mmﬂ (WEABNATIUTDY)
4. a‘mmmwn‘wmanm‘sqmé‘nummaamﬁmuaﬂm

4.1 Namwmﬁmﬂzﬁqmmwwﬁ@ﬁm‘ﬂmao@’wﬁm (Certification of analysis) 'lums;uﬁﬁaﬂu@?‘mfha

4.2 HANIATINATIERRUNINIAYAY (Raw material) vaamaendnilflummniaem vﬁmaoﬁwﬁmm
ua:sj’wﬁmi’mqﬁuﬁ Wuiwdsany u.a:Lﬂus;mﬁmﬁ'umd‘aazmﬁdo ( URANLANENTIUTAY ) ABIURAINIATIV

. e 34
Cyclosporin @31

amantamMImaia USP 35 BP2013
1. ﬂ?mmﬁ'ﬂmﬁ‘lﬂ"ty 98.5 - 101.5% of Cyclosporin (Calculated 97.0 - 102.0% of Cyclosporin (dried
on the dried basis) substance)
2. Identification ATIENU AU
3. Specific optical rotation - - 193 to -185 (dried substance)
4. Loss on drying NMT 2.0% NMT 2.0%
5. Heavy metals NMT 0.002 % NMT 20 ppm.
6. Related compounds - Any individual impurity : NMT 0.7% - Any impurity : for each impurity, NMT 0.7%
- Sum of all such impurities : NMT 1.5% - Total : NMT 1.5%
- Disregard limit : NMT 0.05%

LKA 1. dosusaInanTIneseugmaulAninafianndaaangud1iu USP 35 n3a BP 2013 Tudu
2. NMT = Not more than

5. @A1881981

5.1 fiauanan dasdadiadisnadwias 3 wihsusTaiu Fadusunuuansnosndueld
muﬁ”mmuﬁﬁmm‘luﬁ'ﬁaqmamu“e’iw”ﬁ'lﬂﬁwm”u
6. msﬂszn"uqmmwmﬁdwau ( URAILANAIINITULTZA)

6.1 mU;naomﬁa’waw’fawﬁmu'ma”'ﬂajtﬁu 12 LAaWHLIMNIUFINEL
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6.3 lunsn'lﬁﬂu'aUs'\'nn'lsv'hmsajué"aau‘wmﬁdouamw”ladamsaﬁmﬂ:ﬁqmmw PUALTIPNITIENN
»iIRasosvaMI8E9N Tﬂm‘{mua:oTaoa’amtﬁu‘é’nmuﬁﬂmuﬁnmus’rﬁmsa’mna’:mﬁ:ﬁ uazidu
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6.4 g{’mua:ﬁaa%’mﬂﬁ'uumtﬁam'lna"vxmmq wiadlaiiennfenanmaintsznisla 9 newinue

7. \ONENTAU
7.1 FUWILAAINANIIANINANUAIABILN (Stability data)
7.1.1 lunsdidunzdougnanuinnd 2 9 axdasfdusnniwinananisénmn Long term stability a1afi
HuRudulunzdonenanusns
7.1.2 lunsdidunadongnantosnii 2 § exdaaiidusnmwinsnamsanmnaunisavesenaufiin
Wndnlunadouermnuans wazldsinsnunaiusasenasnnglsunsvesnisth
7.2 nsdnduilildenduuuy dosinangumsdsmsiidetielduraananmsiinuia Bioequivalence study
TuuysdilSsufisunuenduuuy %atﬂu‘lﬂmwﬁ’nLnrwfmsﬁnm‘iaaugamaonaamnqum nNTIENTN
mmsmqﬁ ®

WANEIng : 98990
1 = General requirement YaILNFTAITL §WIL Finished produdt Eﬂu.‘iJiJ Tablet,Capsule
2 = Finished product specification ¥838NAWUUL
3 = The United states Pharmacopeia 35
4 = British Pharmacopoeia 2013
5 = ASEAN Guidelines for the Conduct of Bioavailability and Bioequivalence Studies Lm:(:\:fla
msfnmndlsziniusussiiruyavaaniadingion nasmuguen dninnuamenIINMg
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s1gnsn 3 Cytarabine 2 gm Injection

aalsEMAIMINgUABE T

Fom Cytarabine 2 gm Injection

amaaanaly

1. WussasanelaUnaanda dwmivde

1 1 Vial 1sznaudau@aen Cytarabine 2 gm

2

- X a .
3. uﬁa'lum'nuzusswm@ﬂi’mmnLmaﬂﬂaun wazymaan preservatnve
4

ARINIY ’Ijﬂﬂ’l a’mﬂsmaummmﬂmua:ﬂﬂmm TUNA® 'maumu Lﬂ’ﬂYlNﬁ(ﬂ uasiaunziion

ésuen Watheta li]uU%Uﬁilﬂ Wl

- LWMTUELTTIENAA amauawaoszmsam §IUTzNaUFINFIATY AT TUFUDE uaz

IR
amasiamanaia "

Auaaianwinaia

BP 2013

1. USsnaaaendngy

95.0 — 105.0% of the stated amount

2. Ildentification

AT

3. Acidity or alkalinity

70-95

4. Related substances

- Any spot corresponding to uracil arabinoside : NMT 2.0%
- Any other secondary spot : NMT 0.5%

5. Sterility

ATIVHIUAN General requirement VAINFTFITUEIATL

Finished product EIJLL?UU Parenteral preparations

6. Bacterial endotoxins or Pyrogens

ATIINIUAY General requirement 2BINFTEITUFINSY

Finished product El.lw.uu Parenteral preparations

7. Particulate matter
- BUNATIIA > 10 pm Litfiu 6,000 ayme

- DYMATUIR = 25 pm 1siifin 600 aumA

ATIIUMNN General requirement VAINFTAITUFIATL

Finished product Eﬂu,utu Parenteral preparations

8. Volume in container

@719 UAN General requirement VaILNFTATURINIY

Finished product gﬂuun Parenteral preparations

HRUILLNA NMT = Not more than
————y

(Gi‘l’ﬁﬂ) ........................... %Vf’m ........................ ﬂs:muﬂm:msums

(maa'nﬁmm namnam)

®9%0)........ M%Ima ...... NITUNIT

(moa’nmm "I'QU"]R)

nITUNIT

(W38 ’Jiufllv WY IIURN)

uw’iﬂﬁ1mumsﬁ3_1;aﬁmwzss7




]
-]

Bonluduq
1.ﬁmmmwrhmanmsnﬁ'lﬂ"fuaurmmfuﬂ:tﬁ sudSuiias s lulsaneng uazdues (declare) uUnaINR®
11 'lnﬁwd’zynwﬁumuﬂum‘hs"um (8.2 N21.3 NE.4 URILANTE)
1.1.1 lwnsdimdusindalusznelng wanefls ne.2
11.2 lunstﬁﬁLﬂuﬂ’lﬁwvzhtﬁammﬂoussq wanafy ne.3
1.1.3 lunsdifidusihdhandadsana nunefls noa
1.2 lwémwetunndouen ne. 1 vasonfauasen wiaunuasdsaiidansmunun MW TBINTAZ el
anuidunzfiowly finished product specification) nszﬁﬁ'ay;szwhan’mﬂﬁuuuﬂaattrﬂmﬁmﬁua:ﬁ’amuv
lnmmIadimwinansvaund i wa finished product specification
2. 1aNAITUIBINATFIUNTHEALN
2.1 nsmneudaluszanelng HrAadasldimnnmdnemihifasusadnasIumskuiasnay
nﬁntnm‘ﬁi'ﬁ'msﬁﬁ'lun'\swﬁmuwaans:wnommsmqm (GMP %38 GMP/PICs) lunanamiiauains
2.2 nsdiiweningaendrssana graadasfidnaniomisiessasanasgmniudan
mwa"nan'vﬁi‘f'msﬁﬁ'lumwﬁmmmaaﬂs:mmjwﬁm %38 Certificate of pharmaceutical products
3. ﬁ'u,mmwrhmanmsqminum:mmmﬁ'muaﬁm
3.1 Nammﬂa‘iLﬂﬂ:ﬁqmmwwﬁmn"m‘rfmaa;‘{wﬁm (Certification of analysis) 'Lumi:uﬁdmﬂmﬁazi'w
3.2 HaNTIATRIAT R WIAQAL (Raw material) TasManddgyAlFlumaniag n'%maocjwﬁ«nm
ua:sjwﬁmi’mqﬁuﬁ'Lﬂus;mﬁmﬁ'u ua:t.ﬂujmﬁmﬁ'nmv‘f’:athfida (URAILBNENTIUTAY ) A DILFAINIATIA

. o X(1),2
Cytarabine Aol e

| qumnidnoneila ez | usp3s
1. ﬂ?mm?":mﬁﬂﬂ"ty 99.0 - 100.5% of Cytarabine (Calculated on the | 98.0 - 102.0% of Cytarabine (Calculated on the
dried substance) anhydrous basis)
2. Identification AU A779H%
3. Appearance of solution @370 -
4. Specific optical rotation +154° to +160° +154° to +160°
5. Residue on ignition - NMT 0.5%
6. Heavy metals - NMT 0.001%
7. Chromatographic purity By Thin-layer chromatography -Any individual impurity : NMT 0.10%
- Total impurity : NMT 0.5% -Total impurities : NMT 0.30% (Including Uracil
arabinoside)
8. Sterility @i AT
9. Bacterial endotoxins ATIVHIU NMT 0.07 USP Endotoxin U/mg of cytarabine
10. Loss on drying NMT 1.0% NMT 1.0%
11. Sulfated ash | NMT 0.5% -
HANLNG 1. dasugasnamImassuuaNiaMunafianndaaandadiu USP 35 wia BP 2013 Thadu

2. NMT = Not more than
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4. dlawenmdasdsniatnmatnias 3 whsussaiue Fududunuusasneanioaldarudmmuitimue
Tunata qmaun"‘énﬁ‘ﬂﬂﬂ'nﬁu
5. mﬁtauam"aotﬂumﬁu‘%ﬁﬂLﬁuﬁwﬁwéa;‘i’imuﬁmmﬂ (WHANBNATITIUTDY)
6. msﬂs:ﬁ'ugmmwmﬁdwau (uaastanasnIssulesznn)
6.1 mqmaamﬁdmauﬁaﬂ&iﬁaan’h 12 1fa% wuNIUEIWAL
6.2 mnm’mﬁdauau a:m’aad&ﬁ’nmmwmu'l.u%’usaaNammﬁa"nﬂﬂ:ﬁmiuﬁdwawaag’wﬁm
6.3 lunsrﬁﬁmi,’amwmsﬁ'}mse‘meﬁazhomﬁa‘mamﬁaﬁmﬁa’amﬂ:ﬁqmmw niuNTNTITinkIRe
$o9v0R2089 mT\Wup‘{mm:ﬁmdamLﬁwﬁnmué’ﬂmuﬁwmuswmsa’amw?Lﬂﬂ:vfua:tﬁu@'{uﬁmandﬂﬁhu
Tumsamafianzigmnn 1umtﬁﬁwui1m‘1ﬂLﬂu'l,ﬂmuqmﬁ'num:mww: u’%ﬁ'ﬂﬂ:ﬁaomuﬁuﬁuﬁm‘lmﬁnﬁ
wnaspussnaulilsanena Taslidasldiiola 9 malu 30 Suiuandudldsuudsnnlsmennauszae
ao'zuﬁ’n%vla\i{uﬁmsmmﬂauaﬂmm@Tonshwaog’fm’mua:m?a;jnﬁmluﬂ%via'lﬂ
6.4 ;d”mUﬂ:@n’ao%’uLﬂ?{uumLﬁam'lné"v\mmq wIaflaifanisidenanmmnewiinue
7. en@sdug
7.1 FUWUFAINENIANEIAINAIAIVBILN (Stability data)
7.1.4 unsdidunadengnununnnii 2 3 sxdasiidmnawdnsnansfinm Long term stability anafiéiu
wudnlunsidougauaas
7.1.2 lunsdidunafonoantauni 2 9 ssdasldumnmmwingransinsanundavasenauios
Wadnlunsdougauaas Lm:‘lﬁ%'un'ﬁmmu%'usauanmsmmjﬁﬁwmwaou‘%ﬁﬂ

wngwe 89899
1 = British Pharmacopeia 2013
2 = The United States Pharmacopeia 35
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4. flsuanandaididiatinsenatnay 3 wihsuTIAmn Fudusumiuanmoszdoaldnsudammuiitmue
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fom Irinotecan 300 mg/15 mL Injection
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2. sznaydis@aen Irinotecan hydrochloride AIFNYAAY Irinotecan 20 mg/mL lulSunas 15 mL/MTULUTTY
= & [ A1 L)
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1. USinoudaendng

90.0 - 110.0% of the L.A. of Irinotecan

2. Identification

. o : o
m’:ﬁlmumumz:tqlu Finished product spacification

3. Particulate matter
-awa 2 10 pm i 6,000/container

-1we = 25 pm Wifiu 600/container

a329ruAAszY U Finished product specification

4. Sterility W:T'Jwi’mmuﬁisq‘lu Finished product specification
5. Pyrogens or Bacterial endotoxins ’ a7 mumuﬁ%lﬂu Finished product specification
6. pH Glilﬁ]ciﬂumuﬁi:glu Finished product specification
7. Volume in container m’aamumuﬁs:qlu Finished product specification
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1.1 1uﬁ1a°n;n’1ﬁfumﬂuus‘iﬁ'um (8.2 Ne.3 NY.4 uFuAnId)
1.1.1 lunsd@imduenndalutszinelng nuneds ng.2
1.1.2 Iunsrﬁﬁtﬂummnhtﬁ‘ammﬂaussq neie ne.3
1.1.3 lunsdifiduenitughanndetsang wnofls ne.4
1.2 ludwadunafons o1 vasnfianemen wsamwa,muwwamsmuﬂuﬂmmwmawamnmm
anufidunzidowly (finished product specification) nmmaas,mwm'nﬂaﬂuuﬂaoun’”lmwumm THBIUUL
Lanm‘msammewmumwaurﬂmmmau finished product specification
2. 1AM TTUTBININTFIUNINAALN
2.1 n3difismdaluszanalng grAadasildnunwdrenifasusasnasunsningnany
ué’mnmﬁ%mﬁﬁlumsnﬁmmmaonsznﬂommsmaﬂ (GMP %38 GMP/PICs) lunanagnfiauauny
2.2 nsdifminaingrondsana grdadasiidumnndnamiifesusssanaspunianiae
mzmanmmtn’mmswéﬂummﬁmmmaaﬂswmﬁgwam %38 Certificate of pharmaceutical products
3. ﬁ’nmmwmmanmmmﬁ‘nwwmaamﬁmuaﬂm
3.1 NAMIATIIATERMNINKEANTA IR KA (Certification of analysis) 'lums'uﬁdatﬂun"’mzm
3.2 HAMIATINATIERRUNNIAYAY (Raw material) maammmnmfﬂﬂumwamm NIvaIHRaL
ua.wwammnﬂmLﬂmummnu uavtﬂummmnummammao (LAANBNENTIUTEY) ABIUAAINTATIAATH,
ﬂmauummamﬂun'ﬂad Irinotecan hydrochlorlde

AmaNfiniunaia . USP 35

1. USinoudaensagy 98.0 - 102.0% of Irrinoteran hydrochloride

(Calculated on the anhydrous basis)

2. Identification AU
3. Residue on ignition NMT 0.1%
4. Heavy metals NMT 10 ppm

5. Limit of Irinotecan hydrochloride enantiomer R-enantiomer : NMT 0.15%

6. Related compounds - Irinoteran related compound B : NMT 0.15%
- lrrinoteran related compound C : NMT 0.10%
- Any unspecified impurity : NMT 0.10%

- Total impurities : NMT 0.5%

7. Microbial enumeration tests - the total aerobic microbial count dose not exceed 1000 cfulg

- the total combined molds and yeasts count dose not exceed 100 cfulg

8. Water determination 7.0% - 9.0%

HAUKA  NMT = Not more than
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181N 5 Oxaliplatin 50 mg Injection

muﬂszmﬂﬁ'wi’aquaﬂﬁmﬁ

m Oxaliplatin 50 mg Injection
Amdanian
1. dussazansls Wi dnannde dniude
2. 1u 1 vial Usznaueas Oxaliplatin 50 mg
3. umilwmruzdmsiussyndesiieviau type | Unenide Ltazuﬁqﬁmfﬁﬁmﬁuum
4. amnwzy - Haen FulsznaudIniPYUaTANULTI TunEa 'Tuﬁvumq Wwviinde unziaamsdoudniy
i Heditaanunussysioed
- URMTUSLTIENAA adﬂqﬁavﬁ'aoszq%am faudsznauaaendng AU fuéumqu.a:
anfinde

anaunygamanana "

ATETAMIINAKA e . 'USP 35
1. USnmarzndnn 90.0 - 110.0% of L.A. of Oxaliplatin
2. Identification m’nﬁ’mmuﬁssq‘lu Finished product spegification
3. Impurities 1. Oxalic acid : NMT 0.6%

2. (SP-4-2)-Diadua [(1R.2R)-cyclohexane-1,2-diamine-
N,N1] 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 mwmumuﬁsquu Finished product specification
6. pH 40-70
7. Particulate matter AIIINIUATN General requirement VBILNFTAITU
- SYNNTUIR > 10 ym laiviin 6,000 aunA &ML Finished product YUY Injections

- auMATUIa > 25 um Litfiu 600 aunia

8. Volume in container A2 IUAN General requirement VBILNFTFITU

# %31 Finished product JUuUY Injections

4 o -
(m'ﬁa)ﬁ‘}é“{z’l—}%’a ..... A330NS nIINNT
(WNANMIA TWLIA) (WHRMIBTYYT IIUAN)

M‘Ix'lf"hIi1ﬂﬂ17ﬁ5_‘1§ﬂﬁA46/2557




Qouludug
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11.2 lunsrﬁﬁl,ﬂummLﬁﬁtﬁamsuﬂmﬁq nefle ne3
1.1.3 lwnsdifiiduentughaneadsang nansis N4
12 lusmadunsfousn ne. 1 vasnfiauasion wsaamua,wum\wamsmummmmwmawammm
awisunadewld (finished product specification) nsnmam.m*mmquanuuﬂmun”lmwumm“maauutu
LanmwsamLmn'lwmumwaurﬂmmwsau finished product specification
2. LINATIUIRINATZIUNNINENLN
2.1 n3sdngmaalusznalng HuAadasdaunnmeremisfeivsesnasmumsndasa
nanmmmﬁmim‘ﬂummammmaans*m’mmmsmmy (GMP w3a GMP/PICs) lunaaenfiauwaune
22 nydiiminemingrondwysana guaadasddnuinmienilifeiusesnaspumndam
mwamnmmﬁmsnﬁ'lummammmaqﬂs.mﬂwwam 739 Certificate of pharmaceutical products
3. a'ummwmuLanmsqmanuwmaammauaﬁm
3.1 wammﬁﬁmﬁ:ﬁﬂmmwNﬁmﬁm‘ﬁmmﬁm‘im (Certification of analysis) 1um‘s'u17'1'd\1|,ﬂud'm:ho
3.2 NANIATIVIATER UMWIANAY (Raw material) vasdatndngilglumsuiaem W mmaowuammua,
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gwﬁmmn@umﬂmummnu LLG"Lﬂuﬁ%LﬂU’JﬂUU’W]’JBUWOYIE‘N (LLﬁ(ﬂ\‘ilaﬂmﬁUﬁN) ARIUFAINIATIY qu

AMFNIANMIINARARBY Oxaliplatin'™®

auAuiANMImaAia . usp3s ~ BP2013

1. dnaudqendegy 98.0 - 102.0% (Dried substance) 98.0 - 102.0% (Dried substance)
2. Identification AT ATIWU
3. Appearance of solution - Clear and colourless
4. Acidity AT ATIWH
5. Specific optical rotation +74.5° to +78.0° +74.5° to +78.0° (Dried substance)
6. Microbial limits -Total aerobic microbial count : NMT 20 cfu/g -

-Total combined molds and yeast count

. NMT 5 cfulg
7. Silver NMT 5.0 ppm NMT 6.0 ppm
8. Loss on drying NMT 0.5% of its weight NMT 0.5%
9. Platinum 48.1% - 50.1% of the Oxaliplatin (dried basis) -
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amaniGmainaiiayes Oxaliplatin™® (si)

ANNUANWINAKA UsP 35 BP 2013
10. Heavy metals NMT 20 ppm -
11. Related substances - Oxalic acid : NMT 0.1% - Impurity A (oxalic acid) : NMT 0.15%

- Oxaliplatin related compound C : NMT 0.1% | - Impurity B (Diaquo diaminocyclohexane
- (SP-4-2)-diaqua [(1R,2R)-cycloohexane- platinum) : NMT 0.15%

1,2-diamine-N,N] platinum : NMT 0.1% - Impurity C : NMT 0.15%

- Diaquodiamino-cyclohexam-platinum - Unspecified impurities : for each impurity,
dimmer : NMT 0.1% NMT 0.10%

- Any individual unspecified impurity - Sum of unspecified impurities : NMT 0.15%
:NMT 0.1% - Disregard limit : NMT 0.05%

- Oxaliplatin related compound D : NMT 0.1% - Total impurities : NMT 0.3%

- Impurity D : NMT 0.15%

12. Bacterial endotoxins Not more tharr 1.0 USP Endotoxin Unit per Less than 1.0 IU/mg

mg of Oxaliplatin
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2. NMT = Not more than
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