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57189Msh 1 Bevacizumab 100 mg/4 mL injection
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1. 3o Bevacizumab 100 mg/4 mL injection

2. amsanganalyl

2.1 7wy Wumtazaela Unaande snsudae

22 dmdezney  Ustnaudludann Bevacizumab 100 mg 11 4 mL
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3. AbENUAMIINATHA

3.1 Finish product specification'”

1. Quantity mmmum&lﬁiquu Finished product specification
2. F‘otency2 (by bioassay) mmmumuﬁszq‘lu Finished product specification
3. Identification msn&humuﬁiquu Finished product specification
4. Particulate matter ATIVHIU

- YW@ > 10 um LWiAn 6,000/container

- UUIR > 25 um 1aibAin 600/container

5. Sterility ATIHIU
6. Bacterial endotoxins mw&humuﬁ'i:q‘lu Finished product specification
7. pH mi'mmumuﬁi:‘l.ﬂu Finished product specification
8. Volume in container ATIVHU
9. Purity / Impurities @mmumuﬁ'squu Finished product specification
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3. NaﬂﬂiﬂilaitﬂiﬂtﬁQMWWﬂﬂ Duldena Finished product specification 82 Drug substance specification
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1. Lanmsms"lm‘uakuywmummyu@muma,wammwluﬂsxmﬂ"lm WaTEUGN (declare) WABINES
o W F 4 o] o G [ ' el
1.1 luddymstunzdoudisuen me.2 ne.3 ne.4 uaILANTEE)
1.1.1 lunsdimduenfndoludsanalng wanods no.2
Aad o LA d 1 =
1.1.2 ‘lunsmmLﬂummmmammmussg nUBe N3
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l! \ g I3 A o
awAtunsifion  (finished product specification) WazTaiAUAgMNIWYBITRYAL (drug  substance
specification) nstagsznivimsfouudasudlufudy sxdasunuanasdumnwtinenmsvaustly (8.5)
W wiBu finished product specification Waz/w3a Drug substance specification lasuaurdlunauiudszna
dszmenmdidnnsefing uazliifiu 2 9 o Sudszmadsemanandidnnsaiing
2. 1BNENTTUTBINIATF IR IHA NN
24 mydifigwdaalusanalng ddedsedianmeiusosnaspumsrdnemamsninosussdsnsialu
MINENLT PIC/S (Pharmaceutical Inspection Co-operation Scheme) Tagviananu PIC/S participating authorities
wie anmsivsesuiaspunisndnmaunaninueiuazd s maialumnios s dinnuanensmns
a4 o & o I a [ a i
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Usznmiaandiannsading
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2.2 psddweningrinasdsana HHAAG DAL ANTITUTBINATFIUNMSNR AL URR LN TUT RS
AFmsndlumsniae GMP PIC/S (Pharmaceutical Inspection Co-operation Science) latniiagau PIC/S
participating authorities %38 GMP clearance alUERaAINIBLNaTIIReY lasdnamsusasieiulssme
Usenmamandiannsading wIae1gaaaadn usausdnsd
3. l2NFEIQMN NI ITIIEKETIAN (FUkImInae)
3.1 NAMIATIVIATIEA G UMINHR AL W) end3agLlunainia (Certification of analysis of Finished product) 1t
enjuiisadudaadig
32 NamsmaﬁLﬂi’]:ﬁqmmwfmqﬁm 890 2ENEATY (Certification of analysis of Drug substance) 11814
msnﬁ@m;’uﬁﬁuﬂmﬁamoﬁ'waacjwﬁmwtangwﬁmquﬁu
33 Lzmmw%a‘vxé’ﬂﬁmﬁuu"umma?uw”ufizmwjumswﬁwaoi’@]qﬁumawﬁmﬁ’m”ng (Drug substance)
18 3.2 n”usi'umwé"emaawEmn”meﬁmé'nﬁagﬂ (Finished product) Ta 3.1
' i Ya o e
3.4 #an"3Anw1 Long term stability aneatwvesftunadonlitudninnuamenssunisemsuas
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muﬁﬁ'muﬂluﬁﬁaqmauﬁﬁﬂﬂﬁwﬁu
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54 fanpazdasiuili wmmam’lnawmmq wiallafiensiRenamuwaelsmsla g naudwualaslifidawly
5.5 stuumaifiuuazdadsendaaduuuy Cold chain system A laanasguaaunaninae good storage practice
(GSP) uaz good distribution practice (GDP) Tasuzasanasisenay
£ U - U - r 1 [ Qi d’l
6. Hlanai@ (F2ne) Bwsaalvunidndygrnawasuivue ik
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6.1 n3dinamIguan ez lasnswingmmaasmsunndniedasl fiinsfldinasgu 1ISonec
17025 Widwldamainesgrudedmualulsznmelszniasen
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7. ﬂmﬂswmwaaa’mﬁﬂﬂ&i%’uw‘msmNﬁmn"mfvfmﬁﬁﬁs:fﬁgnL%'ﬂmﬁuﬁulmr_lﬁ'uﬁ'mmﬂm:nswms
pmsuazenuszezian 1 Jasutudsemedsemenadiinnsaiing

waname 8198990
1 = General requirement maomé’m‘h{uﬁm{ugﬂuuum Injections LLUU%’J’T@IQ
2 = The International Conference on Harmonisation of Technical Requirements for Registration
of Pharmaceuticals for Human use (ICH quideline), Impurities in New Drug Products Q3B

(R2) ; Current step4 version, 2006.
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i'mmiﬁ 2 Bicalutamide 50 mg tablet _
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13881 Bicalutamide 50 mg tablet

2. amasnianalyl

2.1 gtluuy iWugile #Swnsusudsenan

2.2 dmusznoy Usznaudlneae Bicalutamide 50 mg w1 1@

2.3 TWaUTY ussg‘luumagz‘ﬁx,ﬁwmmf %38 blister pack Jagfin

2.4 28N - s:q%am FIUUNAUMEIFIAPURZANNLTY TunEe 'a“uﬁvumq WUTiNEe uae
wanabaudisuen wagismsusnsien "l.i"ama’ﬁ'mwuumsgﬁ'msﬁ

- LILLNIEN asjwiaaﬁamq%amﬂ%a%amomsfﬁ FIUUTEN B UUATTUIAANNLTIVEILN
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3. ANENLANINAKA

3.1 Finish product specification

~ Testitem P Es
1. ﬂ?mmﬁ"améﬂﬁ'{y 90.0 - 110.0% of the L.A. of Bicalutamide
2. Identification ATIWU
3. Dissolution usaansazanelaidaonin 75%(Q) of the L.A. of Bicalutamide
meluian 45 wifl
4. Uniformity of dosage units ATIHU
5. Limit of 4-amino-2- (trifluoromethyl) NMT 0.1%
benzonitrile

3.2 Drug substance specification : Bicalutamide'”

1. Phnadamdagy 98.0% - 102.0% of the L.A. of Bicalutamide

(calculated on the anhydrous and solvent-free basis)

2. Identification AU

3. Water NMT 0.2%
4. Residue on ignition NMT 0.1%
5. Heavy metals NMT 10 ppm

o
(CERio) NS UsTuAmeNIINMS
(w9alul gaza9d)

N
4
nIIuMT [CEEL) W &/ .................... nsIWNs

(WNEIIUTE NeITad) (WEUUANe WFIYA)
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3.2 Drug substance specification : Bicalutamide'"”

6. Related compounds - Bicalutamide aminobenzonitrile : NMT 0.1%

‘ - Bicalutamide related compound A isomer A : NMT 0.1%

- Bicalutamide related compound A isomer B : NMT 0.1%

- Desfluorobicalutamide : NMT 0.2%

- 2-Fluoro bicalutamide : NMT 0.2%

- Deoxybicalutamide : NMT 0.2%

- Bicatutamide sulfide : NMT 0.1%

- Any unspecified impurity : NMT 0.1%

- Total impurities : NMT 0.5%
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1.1 luddgnstunadoudive mo.2 no.s no4 waauenTil)
1.1.1 Tunsdifidueindaludssnalng wanefle ne.2
1.1.2 ‘lunsrﬁ‘?ﬁﬂumﬁ'\nT’uﬁammﬂamsq nnafla ne.3
1.1.3 lunsdifidusriighannealsang waneis nos
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mumvm iaw (finished product specification) LLa"zJanmmﬂmmwmaa'mmn (drug substance
specification) nmmam’ﬂ'mmsl,ﬂauuuﬂa\nm‘”lmwumu wedasuuLlanasFwInIENamIvautly (1.5)
NIW3BN finished product specification 482/%38 Drug substance specification Iﬂwal,!,n“l’unau’suﬂ?:n'm
dszmesnandidnnsafind uazldiiu 2 I o Sudsemedszmenandiinnsafing
2. 18NATTUTRIANATFIRMINAR L
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22 nsdiimbweningrwinasana Hriadasilionmsiusasnasmumsnanaamaninnisiuas
A MTRAUNNINEAEN GMP PIC/S (Pharmaceutical Inspection Co-operation Science) laawil19u PIC/S
participating authorities %38 GMP clearance MUIFRAWTBUMINTIIREY loadinamIsusasiaiudszme
Ummanmdiannsednd wiaageasadn usaudnsdl
3. tanmsqmmwwaomﬁtauaﬂm (Fuwnwang)
3.1 HANIATINNTIR MIWHE AT 1@ 3a31va9EWAN (Certification of analysis of Finished product) 1
ms“uﬁduﬂum"’aamd
3.2 HaM TR TR HIADEUVBIRILNFRTY (Certification of analysis of Drug substance) A4l
mswﬁmmjuﬁf«mﬂuﬁﬁadwavﬁamaaé&«ﬁmmLLa:;jjwﬁmi'mqﬁu
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WaNgIng : 81989970
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37811311 3 Flutamide 250 mg tablet

mwﬂizn'}ﬂﬁ'\m’fﬂqum’mﬁ'ﬁ
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1. Haen Flutamide 250 mg tablet
2. amaniianaly
2.1 3uuuy Wugnde Snsusudszniu
22 fudsznay Usznaueiu@aen Flutamide 250 mg lu 1 1fia
2.3 m’ﬁu:msq Ui?ﬁlﬂ%LLN\‘lU’Iﬁﬂaﬁﬂ Jaon”um’lwfu
2.4 28N - mg’fi'am fuUEnauAItN@NYUETAMULTI TUKEa Q"uguanq Wwfinde wunadou
@130 wasdSnmAusnwnen Wadeda RUURYTTRA U
- UULNGEN asi’mﬂaaﬁaaxq%emﬁa"ﬁaﬂ’mmsﬁﬁ dauﬂxnauuawmﬂmwmﬁwaom
ufinGa fuﬁvumq“b”’ﬁ'mw
3. AmANLGMIINARA
3.1 Finish product specification™?
1. PSnmeadeny mnmumuﬁszq‘lu Finished product specification
2. ldentification test m’;ﬁlmumu‘ﬁs:‘l.ﬂu Finished product specification
3. Weight variation mwmu@’mﬁi:ﬂu Finished product specification
4. Dissolution ﬂsw&humuﬁf:q‘lu Finished product specification
5. Impurity / Related substance m’mmuﬂwﬁitﬂu Finished product specification
3.2 Drug substance specification : Flutamide™
Testtom | Uspa |
1. ﬂ?mmﬁméwﬁiy 98.0 - 101.0% of the L.A of Flutamide 97.0 - 103.0% of the L.A of Flutamide
(calculated on the dried basis) (dried substance)
2. identification ATIU ATIVHIU
3. Melting range - 112°¢
4. Loss on drying NMT 0.5% NMT 0.5%
5. Residue on ignition NMT 0.1% -
6. Heavy metals NMT 10 ppm NMT 20 ppm
7. Sulfated ash - NMT 0.1%
8. Related compounds - Flutamide related compound B : NMT 0.2% | - Impurity C : NMT 0.3%
- Flutamide related compound A : NMT 0.15% - Impurity A,B,D.E,F : for each impurity,
NMT 0.2%
- Total : NMT 0.5%
(m'ﬁa)d\(/ ............................ UssmuamensIums
(w9alu3 g3za9d)
(Rx‘i%ﬂ) ............................................ nITuNT (RG’AD’B) ................................................ nIsUNIT

(WNEIIUITEN NBITY)

(uwm’auuﬁqa N’]qﬂ.l&qllﬂ)

w1599 qﬁﬁBZSIzssz




3.2 Drug substance specification : Flutamide™"

: Testltem

8. Related compounds (¢i8) - 3-(Tdﬂuorometﬁyl) aniline : NMT 0.2%
- Propionyl analog : NMT 0.3%

- Desnitroflutamide : NMT 0.2%

- o-Flutamide : NMT 0.2%

- Any unknown impurity : NMT 0.05%
- Total impurities : NMT 0.4%

wawing 1. nidifieanadowdamaiu waive) memesaUAinTEiEmsta Iituusasanmmangusons 1o fuasiada
2. Drug substance specification Annsanannludiameiuatinia drug substance wisluiamew drug substance 184
Hudagdniagy atiulaadunile f’ﬁaﬁmsmi’;aﬁmﬁ:ﬁmuunﬁ’w"aﬁﬁmuﬂ
3. wamsmaﬁmﬂ:ﬁﬂmmwm Wullanu Finished product specification W&z Drug substance specification
Asldranadondedinnunmenumasmsuaze MIENTRNTIUTY NIdguauTAnamafiavasm
wialanfu °uaa;jmuaswm"[ajmamuﬁ"[mwmmm.ls:mﬁ lﬁifuﬁ’uqaUﬁﬁwaoﬂmznsmmsﬂs:mmwm &
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3181151 4 Ifosfamide 1 g for injection ‘
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1. m Iifosfamide 1 g for injection
2. ansaagiaralyl
2.1 U1 Duratndsaanids dwiude
22 dwmdsznay  Usznaudiudaen lfosfamide 1 g Tu 1 vial
2.3 MAULUITY ussag‘lum’ﬁuzmsqmﬁﬂﬂﬂﬂmnﬁaﬂ@aﬁﬂ
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3. AmENLaNIINaRka

(1),(2}

3.1 Finish product specification

1. PIunasdegy 90.0 - 110.0% of the L.A. of Ifosfamide 95.0 - 105.0% of the L.A. of lfosfamide

2. identification AT ATIWU

3. Constituted solution / ATITHU (Clear) a523:% (Clear)

Appearance of solution

4. Bacterial endotoxins NMT 0.125 USP Endotoxin Unit/mg AU

5. pH 40-7.0 40-7.0

6. Water NMT 0.3% NMT 0.5%

7. Sterility AT ATIHI

8. Uniformity of mass AT ATIWU

9. Related substances - - Impurity A or Impurity C : for each impurity,
NMT 0.25%

- Impurity B : NMT 0.15%
- Unspecified impurity : NMT 0.15%

- Impurity E or Impurity F: for each impurity,

NMT 0.25%

10. Particulate matter ATIH% ATIHI

= BUNINVUIR > 10 pm
litfin 6,000 aumia

- BUMATWIA > 25 pm
iifin 600 ayme
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3.2 Drug substance specification : fosfamide ""®

1. YTy 98.0 - 102.0% of Ifosfamide 98.0 - 102.0% of Ifosfamide
(anhydrous substance) (anhydrous substance)

2. ldentification ATV ATITHIN

3. Appearance of solution - ATIHIU

4. Acidity or alkalinity or pH 40-7.0 ATIHU

5. Optical rotation - -0.10° to +0.10°

6. lonic chloride / Chlorides NMT 0.018% NMT 100 ppm

7. Heavy metals NMT 0.002% NMT 10 ppm

8. Water NMT 0.3% NMT 0.5%

9. Chloroform-insoluble phosphorus | NMT 0.0415% -

10. Limit of 2-chloroethylamine NMT 0.25% -

hydrochloride

11. Sterility AU -

12. Bacterial endotoxins NMT 0.125 USP Endotoxin Unit/mg -

13. Related substances - - Impurity A or Impurity C : for each impurity,

NMT 0.25%

- Impurity B : NMT 0.15%

- Impurity E or Impurity F : for each impurity,
NMT 0.25%

- Unspecified impurity : NMT 0.15%
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s1gazLd ﬂﬂqmﬁnumzmmmmnﬁ"\manmsmsﬁ’ﬁ%mmﬁwﬁm
1aaN B28 /2562
5781191 5 Rituximab 500 mg/50 mL injection

Iz AIININGUATIBET r" 1 d.f. 2562

1.%an  Rituximab 500 mg/50 mL injection

2. ansEaArA 1

2.1 uyy dumsazmolneenids dmiude

22 @wdsznay  Usznaudie@len Rituximab 10 mg/mL ludSunas 50 mL ¢o 1 vial

2.3 MTUTUIN ussg'lum'ﬁu:msqmﬁ@ﬂﬁﬂmm%a u,a:msfgn"msvfﬂaaﬁ'mm'lul.wia:mﬂm

2.4 aan - szq%am UL NaUMINERNYUITAIVUTT TUKER i’uﬁyumq wufinde ussiay
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3. AMENLANMIINAKA

3.1 Finish product specification'?
1. USunuanendneiy A929HUAWAIEYL Finished product specification
2. Bioassay complement dependent cytotoxicity mi’nﬁlﬁi’mmuﬁﬁzﬂu Finished product specification
3. ldentification mi’.lwi’lumuﬁ'i:q'lu Finished product specification
4. Particulate matter mwmumwﬁs:y‘lu Finished product specification

-23a > 10 um LA 6,000/container
- W@ 2 25 pm laiifiu 600/container

5. Sterility m’mmu@l’mﬁizq‘lu Finished product specification

6. Bacterial endotoxins @li’awi’mmu#s:qlu Finished product specification

7.pH msmrfi'\u@n&lffls:lﬂu Finished product specification

8. Volume in container mwﬁhumuﬁizlﬂu Finished product specification

9. Purity / Impurity mmcimmuﬁnqh Finished product specification
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1 = General requirement 383N §d1iudmIuUULUL Injections wuudariag
2 = The International Conference on Harmonisation of Technical Requirements for Registration
of Pharmaceuticals for Human use (ICH quideline), Impurities in New Drug Products Q3B

(R2) ; Current step4 version, 2006.
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