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1. Bazn Antihemophilic factor IX 600 IU for injection

2. ansanianaly

2.1 ;upy Wunssndseanidafion wiefiwiassau Smiude

22 smwnay  Usznaudpdaen Coagulation factor IX (Human) 600 1U 1s 1 vial
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3. AmENNGNIMaA

3.1 Finish product speciﬂcation“’

1. Specific activity Factor 1X WNNIMIBNNL 50 IU 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 Il activity < 21U/ 100 U 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/mi

10. pH 65-75

11. Pyrogen test/Bacterial endotoxins ATIVU

12. Sterility test AT

13. Particulate matter (ﬁé’dmsa:ma) AW

14. Apparance of solution AT
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3.2 Drug substance specification : Human plasma @

1. Anti-HIV-1 ATIUMNINATIU
2. Anti-HIV-2 ATIIUAININATFIU
3. Hepatitis B surface antigen ATIWUANINATFIU
4. Anti-HCV (Antibody against Hepatitis C virus) (ili’Jﬁ)Bi’luﬂ’mu’msg’m

uazlindng1ususesin Human plasma  AaNKEAE T BMINANINATIIUTING 15U NIBSC
(National Institue for Biological Standards and control), AABB (American Association Blood Bank), PPTA
(Plasma Protein Therapeutic Association)
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1. Boen Antihemophilic factor VIil 250 IU Injection

2. amanianaly
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3. AmENLANIMAKA

3.1 Finish product specification"®

1. Factor VIl potency

80.0 - 160.0% of stated potency

2. Specific activity

laidnnin 1 iu 289 factor VIl dadadniulisdn

3. Solubility’ azanpwanolu 10 wit uasldmsazanefila wiaguiiniay
Lifi& niadifeaninias

4. pH 65-75

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

6. Water content mmmumuﬁiquu Finished product specification

7. Sterility test ATIMW

8. Pyrogen test or Bacterial endotoxins Pyrogen test : NLT 50 1U of factor VIl : C

Bacterial endotoxins : NMT 0.03 IU of endotoxin per International
unit of factor VIil : C

9. Stabilizer

msaﬁlciﬁu@lﬂwﬁi:q‘lu Finished product specification

10. Protein content

m’mmumuﬁﬁzqh Finished product specification

3.2 Drug substance specification : Human plasma

n.(2)

1. Anti-HIV-1 ATIMTUMNUIATIIN
2. Anti-HIV-2 ATINIRANAATIIN
3. Hepatitis B surface antigen AT IUMNINATFIU
4. Anti-HCV (Antibody against Hepatitis C virus) G\S’J%mu@’mu’mig’m
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uaziinangususayin Human plasma AR AMNANANATIIUIING 1% NIBSC
(National Institue for Biological Standards and control), AABB (American Association Blood Bank), PPTA

(Plasma Protein Therapeutic Association)
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i’mmiﬁ 3  Bevacizumab 100 mg/4 mL Injectlon

aauszmasniaguasnasih 5.8 2560

1. 3081 Bevacizumab 100 mg/4 mL Injection

2. ambadaN 1)
A’ o @ o
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3. AUANLGNWIINAKA

3.1 Finish product specification™
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2. ldentification m’aﬁ]&i'mmuﬁiquu Finished product specification
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7. pH mwmumuﬁ'szq‘lu Finished product specification

8. Volume in container ﬂswmumu‘ﬁ'i:qlu Finished product specification
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1. Bamn Cytarabine 2 gm Injection

2. ansantianaly
J o a o
2.1 Juuy wWusnsasanolaUmaanie dswsuda
22 gudlsenay  Usznaualpd@ann Cytarabine 2 gm 1w 1 Vial
X a
2.3 MTUTUTIY vInalummisusignndaunannigeiasin
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3. amaANANIIMARA
Nan’l‘mi'sa"il,ﬂi'lzﬁqmnﬁwLﬂuvlﬂ@’m Finished product specification waz Drug substance specification 7
9 a @ o G a = a 2 o =1 ] o a J,’A‘
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wndrdnTunlTs s adaa duatufifisuirinielnininunaspunssdisuladiiunis auldsznmeansinsie
RTIIAFY 1589 YA W.9.2556 A9IUN 11 LNBBW W.7.2556 (aaﬂsxmﬁluwnﬁamgmnmfuﬁ 10 ﬁqmﬂu
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3.1 Finish product specification("

anaunianmeinaiia BP 2013
1. ﬂ?mmﬁ"amz«hﬁ%y 95.0 - 105.0% of the L.A. of Cytarabine
2. Identification ATIIHU
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 AT
6. Bacterial endotoxins NI
7. Particulate matter ATIINU

- BUMATWIA > 10 pm Litfin 6,000 ayMa
- aUN1ATUIA > 25 pm Laitin 600 auna

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

qmamﬁmomnﬁn BP 2013
1. USunoaaaednaty 99.0 - 100.5% of Cytarabine (Calculated on the dried substance)
2. ldentification AT
3. Appearance of solution ATITU
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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1.1.3 lunsdifidugniindaindnlseing nansdis ne.4
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aaftunzidon  (finished product specification) LLazﬂTaﬁwmqmmwmaﬁ@qﬁu (drug substance
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i'\'zlmi‘?; 5 Docetaxel 20 mg injection
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1.%as1  Docetaxel 20 mg injection

2. amansianaly
2.1 gy Dumsazanonaannide dwiuda
22 dulzney  Usznaudlndaen Docetaxel 20 mg lulSunas 1 mL da 1 Vial
2.3 MAUTUIIY  UTIIIMMITHELTRY sndadTeniariienaauta Type | LLazussqﬁ'msﬁﬁaoﬁ'mm’Lu
WeazUINLN
2.4 28N - s:q%am FIULTZNAUAENEATIUTAINLTI TUHER 'Yuﬁvumq LATTNE® LAz
nedoudiven Lm:"’aﬁmsu,ﬁu?nmmﬂ.’i’azho’ﬁ'mamuumsgﬁm‘ﬁ
- UWMTUELITIPEN au’waﬁauﬁawzq%am WiaBamamsa sudsznauuazImIaaMal
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3. AMANTANIINAKA
Namsm’aﬁmﬁzﬁqmnﬂwLﬂuvlﬂmu Finished product specification L&z Drug substance specification 71
L% = Q o Qs a Qs A 9/ = [} o L ﬂ’/’ !
Sadsnnungsdiuatdudeanu deldvenadoudafminuasenITunsewITuaze NIENTWNTIUEY NIk
e o Qe dl v v =3 L2 Qv d’ = 1] ] ' Q 3 Qs o Qs A
indrdrsunlssredadesdustuifeurinwialnininnespundsdisuladiiunis anudsemensznii
MTTNEY (509 YT WA.2556 8Tl 11 wnou w.e.2556 (MUszmalunaianyununiug 10 dguieu
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3.1 Finish product specification("

Test ltem USP 38
1. UTnmdendegy 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 ATV
5. Particulate matter AT

- BBMATWIA > 10 pm laitfin 6,000 aynA
- DAY > 25 pm laiLfin 600 aunA

6. Extractable volume AT

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%
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3.2 Drug substance specification‘"

Test Item
1. ﬂ?mmﬁmwﬁﬂﬁm 97.5 - 102.0% of Docetaxel (Calculated on the anhydrous and solvent-free basis)

2. Identification ATITH W
3. Residue on ignition

4. Heavy metals

5. Related substances - 10-Deacetyl baccatin (if present) NMT 0.15%

- 2-Debenzoxyl 2-penteonyl docetaxel : NMT 0.5%
- 6-Oxodocetaxel : NMT 0. 3%

- 4-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 : 11ivAn 100 cfu/g

for specified microorganisms - Total yeast and mold count : sivfins 10 ctuig

7. Bacterial endotoxins NMT 0.4 USP Endotoxin Units/mg
8. Water 5.0% - 7.0%
9. Optical rotation, Specific rotation .39° to -41°(t=20°), calculated on the anhydrous and solvent-free basis

as s s A L Tt s
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- Drug substance specification wmszwmnlmmsw:wmwwam drug substance wialudiased drug substance V3
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dawludng
1. e"mmmwmmana'ﬁms‘l@ﬁuagrywm’fm:t,ﬁaw‘h{umuv‘ixaﬁ‘imﬂ'mluﬂsumvlﬂﬂ was#uas (declare)
ERIEL
1.1 ’Lumﬂmmwummwmsum (ne.2 ne.3 o4 uAUANTH)
1.1.1 lunsmmﬂumwaﬂluﬂsvmﬂ'L'mJ punpfe np.2
11.2 'LunscumLﬂummwnwammmmsa pInpde no.3
1.1.3 'l.unsmmﬂummmenmaﬂmm nypfe nod
12 luswatwnatiouen ne/oa PeENTIEUaTIN wsam'manaUmm'uamsmnﬂuﬂnmwwmaawammm
mam’uwﬂ"l,uuu (finished  product specification) LLa"uam%uﬂﬂmn”twmaﬂ’mnﬂu (drug substance
specification) nsnmam:v\’mn’mﬂamuﬂauuﬂwuLmJ wmamuuLanmsmmewmumwaLLﬁ"l-u (8.5)
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2. tanms%'maommg'mmw“amm |
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mswnang PIC/S (Pharmaceutical Inspection Co-operation Scheme) Taamiasanu PIC/S participating authorities
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s78n1sNn 6  Hydroxyurea 500 mg capsule

[ [ = Q [N
muﬂszmﬁmmaquaﬂﬁm*ﬁ 2 8.9 280

1.3as1  Hydroxyurea 500 mg capsule

—

2. amasnianal
2.1 juuuy Wuendaunyga FRSUTYTEMU
2.2 gnlsenay 1lsznaudp@lnn Hydroxycarbamide (Hydroxyurea) 500 mg u 1 e
2.3 NTULUIT] ussqlum“nu:ﬂmﬁﬂ flaoﬁ"um'm%u
2.4 28N - szuﬁi‘am dulsEnau@ENEALAZANINI TUHAR i’uﬁvumq aafinde wanadon
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Namsm'sa’?msﬁ:ﬁqmmmﬂu‘lﬂ@nu Finished product specification Wz Drug substance specification
A reBsnnindrdniuatiudnIn 2l dranaiiudadinuA M NTIINIBNIUGSEN NIENTNENTITEY
ﬁai‘fmé’w‘h%’uﬁlﬁﬁwSoﬁaaLﬁuaﬁuﬁtﬁuuwh*v\%a‘lv\ain'hmmgmw%’m’xﬁulﬂﬁ'\%’uwﬁa auyszne
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34 Finish product specification”
Test ltem USP 38 BP 2013

1. YSanmenendnagy 90.0 - 110.0% of the L.A. of 95.0 - 105.0% of the L.A. of
Hydroxyurea Hydroxyurea (Hydroxycarbamide)

2. ldentification ATITU ATIB

3. Dissolution uaaInTazany liasnit 80%(Q) uaasmIazany hikaanit 70%(Q)
of the L.A. lutaan 30 wifi of the L.A. luiaan 45 wifl

4. Uniformity of dosage units AU ATIHB

5. Urea - NMT 0.5%
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4 WD)
3.2 Drug substance specification : Hydroxyurea (Hydroxycarbamlde)

Test item uysP 38 BP 2013
97.5 - 102.0% of Hydroxyurea

97.0 - 103.0% of Hydroxyurea

(Calculated on the dried basis)

1. USinmdendnany
(anhydrous substance)

2. Identification AT
3. Loss on drying NMT 1.0% _
4. Residue on ignition NMT 0.50% _
5. Heavy metals 7 NMT 0.003% NMT 10 ppm
6. Urea and related compounds AT - Urea : By thin-layer chromatography
NMT 0.5%
- Related substances : By liquid chromatography
* Any impurity : NMT 0.1%
* Total impurities : NMT 0.2%
7. Chlorides - NMT 50 ppm
8. Water - NMT 0.5%
F).—Sulfated ash - NMT 0.1%
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i'\ﬂmi‘ﬁ 7  Nilotinib 150 mg capsule

muﬂszmﬂé’mi’aquaﬂ'ﬁﬁ'\ﬁ -7 3.9 500

L

1.3oun Nilotinib 150 mg capsule

2. auasianialy
2.4 Juuuy 1Hugudaunyga FHRTusuUEm% |
2.2 gawtiznay Jsznausueao Nilotinib hydrochioride monohydrate ﬁaugaﬁu Nilotinib 150 mg
w1 e
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3. @amﬁmomﬂﬁﬂ

3.1 Finish product SPeCification“)"z’

1. ﬂ?mmﬁ’:mﬁ’\ﬁ‘m 90.0 - 110.0 % L.A. of Nilotinib HCI

2. ldentification @Sdadﬂumﬁuﬁsquu Finished product specification

3. Dissolution m’ﬁlmumuﬁszq‘m Finished product specification

4. Content uniformity @\i?ﬁ)ﬁiﬂumﬂuﬁi:qlu Finished product specification
ilmpurity / Related substance m’.lﬁwi'mmuﬁi:qlu Finished product specification
downludn 9
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1.1 1u§1€1"rgmsifuwnﬁnw’1ﬁum (.2 ne.3 Ny WEUANTER)
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1.4.3 lunsdifiduen mvnwmnmaﬂ?ma pywie o4
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21 nsdinimanwlsznalng o wwzwmaauLanmﬁmaommmumwa@mmwanmmmLLav"‘aﬁmsﬁa‘Lu
nsuaaen PIC/S (Pharmaceutical inspection Co-operation Scheme) Taewsiapas PIC/S participating authorities
738 manmssmaammmumswammmwamnmsml.awﬁmwﬁ‘lun'\swamwaamunmuﬂwnssums
AMAITWATEN NITNTWRIDIIUED smmvmﬂwiﬂuum’uuaa@ﬂaaauavmmuunumanmmmuamﬁmwcﬁlu
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2.2 ns@iiueingiena el sand v NwaemaouLanmﬁmaammﬁ'\umswammmwanmmmuw
"“J%ﬂ'ﬁﬁﬁ‘lumiwa@m GMP %38 GMP/PICs (Pharmaceutical Inspection Co-operation Science) Tauniaesm
PIC/S participating authorities avuage mmaumsmmamﬂmwamﬁmammuﬂ?mﬂﬂs:nmﬁm
sinnTefing %%amwaa@%w wEIANTH
3. LanmsﬂmmwmaomnLzmas'\m (Frwnmnang)

" 31 Namim’amLﬂi’lwqmmwwa@nm‘nmmLﬁliﬂ’nadwwaﬂ (Certification of analysis of Finished product) T
mjuﬁduﬂmﬁaﬂw

3.2 wamsmaaﬁLﬂﬁ:ﬁﬂmmwi'@nﬁwaaﬁama‘hé’m (Certification of analysis of Drug substance) Ml
mswammsmauﬂumamam’naawwa@\mt,t,amwa@’mmu

33 Laﬂmsmawanmumuuummauwuﬁ?mwammmamaamn@mmaammﬁ’lﬁty (Drug substance)
98 3.2 nmumwamawa@nmmmmlﬁaiﬂ (Finished product) T8 3.1

3.4 luns@idunsdouenmnannnii 2 8 axdaaddnmnnweneRansAn®n Long term stability it
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Laau'lm

6. Hl@Wa M (A1) fnsanlvanidndgginenaTuMBKe G

6.1 nsmwamsqumamms’\wmm’mnsmwmmamsmmwnzﬂmﬁu‘lﬂmummmmamvm@

6.2 nstﬁwamﬁ'wﬁ m‘ﬁﬁ@ﬁgnﬁﬂmﬁmmwnﬂ AIARNALADETNIUATAENTINMNIDNWTURSEN Tuaaamnpad
ammw:maazmﬂ

6.3 nsmwuﬂmmﬂmmwmnNaﬂﬂmmvlmamwa@\aﬂszaﬂﬁwauavmmﬂaamﬁm’uacﬁ"ﬂmﬁ‘lﬁ%’um
7. wmmwsmsmaamuawﬂusuwmsmwa@nnwummlﬂsw@mnLwnmuaul@l:Jmummﬂwnssums

IRITUAZ BN tUITEZIIAN 1 ﬂriaufuﬂszmﬂﬂszmmwmaLanmauna

RHIBNA © 81989370

1 = General requirement YA nNFBEITUE NI Finished product 3 stuyuy Tablets

A o
G 12) O oot nNITUM3I (B9BB) e ST NIIUNS

(WHEITUIEN NBITAI) (WIENINNTA TRUNR)

Mﬁ'\ﬁslﬁum‘sﬁrzgm'?"lBZOIzsso
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318M13N 8 Oxaliplatin 50 mg injection

m1uﬂszn1ﬁ5’on‘3’mquasmmﬁ -2 59 7560

1. e Oxaliplatin 50 mg injection

2. pmwdnionall

2.1 3uy Wussseaola WifF Usenids dwivdatmaaniond

22 swdszney  Usznavueiy Oxaliplatin 50 mg T 1 Vial

2.3 MIUTLITY ussa‘l,um’ﬁwmmumsamm’nu@mmma type | ﬂswﬂmnvna u,amssanwnﬂaqnuum

2.4 a8 5‘”?U’HEI£H FIMUITNAUMLIEIAYUITANAILTI TUKEe 'maua'm WUTING® ansiou
#3uen Ltanﬁmﬁmusnmm"l’aamwmﬁmuumsqnmm

- UWMTULUITIEN adnaﬁavﬁmtzq%am WEBTYNINMSAN SRS N LTRSS

283N LRUTNER fuéumq"l’)"f@m%

3. AMENUANNAKA

Namim’aﬁl,m?ﬁﬂmn’IWLﬂuvL‘lJmu Finished product specification was Drug substance specificatlon "71'
9’]\‘1SOQWﬂLﬂﬂ’HW’I{U%UULﬂU’Jﬂu smvlﬂaﬂw*mzmmamum’mﬂm,nsmmsmmmmzn ﬂi»ﬂi’)dﬁ’]ﬁ"ﬁmﬁ'ﬂ ‘YN%
ma’nmsmﬂ’zja’mamauﬁuanunmUmmmalwunﬂmmmummmsu‘lmmsu%m ﬂﬁuﬂiwﬂﬁﬂﬂiw'ﬂﬁﬁ\‘i
mmsmml 1589 S»U@ﬂﬂiﬂ W.71.2556 GG'JWYI 11 LU N.71.2556 (aaﬂswmﬁluﬂ’nnamumnmm‘n 10 unmuu

2556) nsm‘lum UULY]’]I%?J%T]‘U@] auNia avnmenITUNMIUIzNIaTIeN

3.1 Finish product specification'”

Test Item USP 38
1. YRanuaaseiy 90.0 - 110.0% of L.A. of Oxaliplatin
2. Identification FTINIU
3. Impurities 1. Oxalic acid : NMT 0.6%

2. (SP-4-2)-Diaqua [(1R.2R)-cyclohexane-1,2-diamine-N,NT 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 ATIVHIU
6. pH 40-70
7. Particulate matter ATITNIU
- aBMAYIIA > 10 pm Lilfin 6,000 auneg
- apMAYWIA > 25 pm LilAn 600 auA
8. Volume in container AT

(WNENMIFAINT FsunRna)
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3.2 Drug substance specification : Oxaliplatin")

Test Iltem USP 38
1. USinmdaenday 98.0 - 102.0% of L.A. of Oxaliplatin (dried substance)
2. Identification ATIWY
3. Acidity ATV
4. Specific optical rotation +74.5° o0 +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. Heavy 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%

p v PR p ; R -
“N'lﬂl“ﬂ‘ - nﬁtﬁ'ﬂﬁ]@ﬂﬁlﬁ SULLIINTTLI% (Waive) MIRTIIRDLI Lﬂ‘i’]zﬁ‘mﬂﬂ'ﬁl@ 'lﬁ'ﬁuuam Laﬂmmﬂﬂﬁ'\“@]ﬁﬂa'\')ﬂiﬂsua%ﬁa@nﬂ
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5781151 9 Recombinant coagulation factor Vlla 1 mg for injection

s [ = . S:l O am=e~
AUz NAIINIABURIIBE 7 8.9 ZDUU,

1.%921 Recombinant coagulation factor Vila 1 mg for injection

2. amantanaly

2.1 gthuuy Wunsenusienidadun wisudrhazmeunannids s Wids dmsvde

2.2 §wmdsznay  Usznaudln@ann Recombinant Coagulation Factor Vila 1 mg 14 1 279

2.3 MTULTN ussaﬂuﬂ'muzmiﬁ;mﬁﬂﬂﬁﬂmm%a Yasruuaslusdazuane
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3. AnENLENINAKA

3.1 Finish product specificationm'm
1. Identification m’zﬁlmumuﬁxq‘lu Finished product specification
2. Content of rFVlla m’aﬁni’m@rmﬁiquu Finished product specification
3. Specific activity m’J’i]mumaJﬁ‘::qh Finished product specification
4. Bacterial endotoxins mi’sﬁlchu@rmﬁiquu Finished product specification
5. Sterility AT
6. pH m’mchumuﬁsquu Finished product specification
7. Particulate matter AT
8. Appearance midﬂdﬁuﬂﬁuﬁiquu Finished product specification
9. Water content mnmum&lﬁszﬂu Finished product specification
10. Purity / Impurities Gli’.)ﬁ)mumuﬁi:qlu Finished product specification
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318n713N 10  Regorafenib 40 mg tablet
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1. B Regorafenib 40 mg tablet

2. amanianaly

2.1 guuy Wuende SwsUTulssnu

2.2 fwdznay  dsznaudlnaann Regorafenib 40 mg i 1 1l

2.3 MTUTUITI US‘SQI%ﬂ’]‘H%ZUSiQU’\ﬂ@aﬁY] Yasruamudule
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3. AMANTANIMARKA

3.1 Finish product specification'”*”
1. ﬂ?u’lmﬁ"m’lﬁﬁﬁ'ty 90.0 — 110.0% of the L.A. of Regorafenib
2. ldentification m’:mhumuﬁs:qlu Finished product specification
3. Dissolution mwmumu‘ﬁlszﬂu Finished product specification
4. Weight variation #30 mmmumwﬁ.?:ﬂu Finished product specification
Uniformity of weight (mass)
5. Water content m'zﬁwi’mm’mﬁi:‘i_ﬂu Finished product specification
6. Impurity / Related substance m’aim"mmuﬁiquu Finished product specification
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5721150 11 Thalidomide 50 mg capsule

aalszmedIninguaysiih -7 5.1 2960,

1. o Thalidomide 50 mg capsule

2. anasiianialy
2.1 3uuyy wWugnida siasudszniu
22 dwdsznay  Usznaudlwaann Thalidomide 50 mg tu 1 1@
23 mruzusy  ussiluwsseaiiiflonwasns wie blister pack Tasiin Yasriuusle
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3. AMANIRNIIMARA

wamimm%mﬁ:ﬁqmmwLﬂu"lﬂmu Finished product specification 82 Drug substance specification
fitaBanindrdiatudiy Soldansiioudasinauapen TN I ITLezN NITNTWEDVTUFY
ﬂaai‘fmé"mﬁ'uﬁ’l’ﬁﬁwSaﬁ'aol,ﬂuaﬂ'uﬁLﬁuuwim%‘lmjn:i'lmmgwumﬁm‘h%’u‘lmﬁﬁuuﬁa auyszne
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3.1 Finish product specification"”

Test Item USP 38
1. YSnmarendag 90.0 - 110.0% of the L.A. of Thalidomide
2. Identification ATIH
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 wnza329\WWULTB Escherichia coli

4. Dissolution usagnsazans laistoundn 70%(Q) of the L.A. of Thalidomide 11 60 w17l

5. Uniformity of dosage units AT

3.2 Drug substance specification : Thalidomide""

Test ltem USP 38
1. Y3unadaedngy 98.0 - 101.5% of Thalidomide, calculated on the anhydrous basis
2. Identification ATIINIU
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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3187151 12 Trastuzumab lyophilized 440 mg for injection

a [ - o ore
A3 MAIININQUATITEIN 2§98 2900

1. #am Trastuzumab lyophilized 440 mg for injection

2. amaatianall

2.1 31wy dumemannids snsumoadmaaniiond

22 §mlszney  Usznausiode Trastuzumab 440 mg Tu 1 Maucys™y

23 MIUEUIN Uisqlun’l‘nu:‘i_lﬁigmﬁ@ﬂi’]ﬂmm“ga Wiau Bacteriostatic sterile water for injection 20 mL
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3. AmANUANWINaKha

3.1 Finish product speciﬁcationm

1. Potency by Bioassay G\S'J%N’mmuﬁszlﬂu Finished product specification
2. |dentification @li’mmumuﬁ'izqh Finished product specification
3. pH m’m&humuﬁizﬂu Finished product specification
4. Sterility test mmmu@’mﬁli:ﬂu Finished product specification
5. Particulate matter ﬂsaadﬁuﬂﬁuﬁsquu Finished product specification

- ARMIATUIA > 10 um laiifin 6,000 auna
- IYNAVWIN > 25 pm sivfin 600 auMA

6. Bacterial endotoxins mwmumuﬁ"s:q‘lu Finished product specification
7. Water content @li’mﬂi’m@]’m‘ﬁiz‘lﬂu Finished product specification
8. Protein content mwmumuﬁ's:qh Finished product specification
9. Purity m’nﬁ]mum’m'ﬁszlﬂu Finished product specification
10. Osmolality mwmumuﬁliquu Finished product specification
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