«

-
NN 1

muﬂszmﬁé’mi’nquaﬂ%mﬁ

YA IAQMANHHLIANITURUNIBIONAITNTIATOLIBA YT EN

\nafi B21/ 2559

Flutamide 250 mg Tablet

1. #a7  Flutamide 250 mg Tablet

2. amantianaly
2.1 3uuuy
2.2 @msznay
2.3 MIULUITY
24 a8

3. ANENTANINAKA

3.1 Finish product specification
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1. USumedaendany

90.0 - 110 % of the L.A. of Flutamide

. Identification test

; 3 e
m’mmu@m‘ﬂﬁt‘gﬂu Finished product specification

mwmummﬁ's:glu Finished product specification

. Dissolution

; P e
m’mmummsquu Finished product specification

2
3. Weight variation
4
5

. Impurity / Related substance

\ d L e
mwmumumzq‘lu Finished product specification

3.2 Drug substance specification : Flutamide'™*
Test item USP 35 BP 2013
1. USanmeendraty 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 AT AN
3. Meiting range 110° - 114° 112°C
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%
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3.2 Drug substance specification : Flutamide™"

Test ltem USP 35 BP 2013
8. Related compounds - 4-Nitro-3-trifluoromethylacetanitide - Impurity C : NMT 0.3% ‘
: NMT 0.2% - Impurity A,B,D,E,F : for each ir;1purity.
- 4-Nitro-3-trifluoromethylaniline : NMT 0.15% NMT 0.2%
- 3-trifluoromethylaniline : NMT 0.2% - Total : NMT 0.5%

- 4-Nitro-3-trifiuoromethylpropionanilide

1 NMT 0.3%

- 3-trifluoromethylisobutyranilide : NMT 0.2%
- o-Flutamide : NMT 0.2%

- Unknown : NMT 0.05%

- Total unknown : NMT 0.1%

- Total impurities : NMT 0.4%
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NANHNG : 81989910
1= General requirement VaILNSTAITUEIWMIV Finished product EﬁLL‘U‘U Tablets
2 = The International Conference on Harmonisation of Technical Requirements for Registration of Pharmaceuticals

for Human use (ICH quideline), Impurities in New Drug Products Q3B (2R) ; Current step4 version, 2006.
3 = The United States Pharmacopoeia 35

4 = British Pharmacopoeia 2013
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1.8081  Gefitinib 250 mg Tablet
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22 swdszney  Usznaudiaaien Gefitinib 250 mg
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3.1 Finish product specification™®
1. YSnmarendagy 90.0 - 110.0 % L.A. of Gefitinib
2. ldentification G\S‘J%mumuﬁ'izﬂu Finished product specification
3. Dissolution m’aﬁnhumuﬁizi_ﬂu Finished product specification
4. Uniformity of dosage units Gli’lﬁ]ﬁi’]%@l’\&lﬁliquu Finished product specification
5. Impurity / Related substance m’Jﬁ]mum&lﬁlszﬂu Finished product specification
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1 = General requirement U8 INFTFITURINTY Finished product UL Tablets
2 = The International Conference on Harmonisation of Technical Requirements for Registratian of

Pharmaceuticals for Human use (ICH quideline), Impurities in New Drug Products Q3B (2R) ; Current

step4 version, 2006.
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1. Basn Antihemophilic factor VIII 250 IU Injection

2. amaNtana i

X a A a o 4 A
2.1 El]LL'U‘U Lﬂuﬂﬁﬂqﬂiqﬂﬁnﬂl’]jam’n #A78 1NIaantnaad FInIVaa

. k-3 A A
2.2 #wdsenay  Usznaudin Human coagulation factor VI 250 IU 4aléa1n Human plasma
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3. AENDANWINAKA

3.1 Finish product specification

1. Factor VIil potency

80.0 - 160.0% of stated potency

2. Specific activity

1s5idndn 1 iu 989 factor VI dafiadniulusau

3. Solubility” azaamuamely 10 wift uasldmsazapila wiagwanian
14if& nIefiFeaninias

4.pH 65-75

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

6. Water content m’ﬁlmu@l’mﬁi:q‘lu 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 1U of endotoxin per International

unit of factor VIli : C

9. Stabilizer

@liwﬁhumuﬁ‘izq‘lu Finished product specification

10. Protein content

mmchumuﬁs:qlu Finished product specification

3.2 Drug substance specification : Human plasma )
1. Anti-HIV-1 ATIIHIUAHIATTIN
2. Anti-HIV-2 AT IUANANATIU
3. Hepatitis B surface antigen mmmumuuﬂmﬁ’m
4. Anti-HCV (Antibody against Hepatitis C virus) m’mm"mmummg’m
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waziinangmiusasi1 Human plasma NNAHAAINTNIANTNANANATIIUGNG 13U NIBSC
(National Institue for Biological Standards and control), AABB (American Association Blood Bank), PPTA

(Plasma Protein Therapeutic Association) E
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51801131 4 Bevacizumab 100 mg/4 mL Injection
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1. B Bevacizumab 100 mg/4 mL Injection

2. amasninnaly

2.1 3wy Wusnsazanely Unasnide énsude

22 dwtsznay  u 4 mL Ysznaudlueaen Bevacizumab 100 mg
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3. AMANIANINAKA

3.1 Finish product specification("’(z)
1. Potency2 (by bioassay) 08-12x10' U/ mg
2. ldentification m’m&humuﬁszq‘[u Finished product specification
3. Quantity 90.0 - 110.0% of Bevacizumab
4. Particulate matter m’mmumu'ﬁ'ﬂq‘lu Finished product specification

- 919 2 10 pm LilAiu 6,000/container

-2u19 = 25 pm liin 600/container
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6. Bacterial endotoxins m’ami’mmuﬁsquu Finished product specification
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9. Purity / Impurities mwmumuﬁi:qlu Finished product specification
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1. B Bortezomib 3.5 mg for injection

2. amanianaly
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3. AmENGNINALA

3.1 Finish product specification"®

1. YSuauaendegy

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

2. ldentification mwmumuﬁi:qlu Finished product specification
3. pH m’mhu@nuﬁs:qlu Finished product specification
4. Sterility test ATIFHIN
5. Particulate matter ATIIU

- 9UMATUIA > 10 pm Liifin 6,000 ayma
- 2UMATWIA > 25 pm 'l 600 ayna

Bacterial endotoxins

@S'Jﬁwhum&lﬁszqh Finished product specification

Water content

mwmumuﬁszlﬂu Finished product specification

FTIWU

6.
7.
8. Content uniformity
9.

Clarity of solution

HIIINTH

10. Impurity / Related substance

Gl‘niwi’m@l’mﬁizlﬂu Finished product specification
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1. %aﬂ’l Deferasirox 250 mg Dispersible Tablet

2. amaaianaly

2.1 31w \luenuiaguuuy Dispersible Tablet fwiusuysznn

2.2 swdsznay  Usznaudlu@aen Deferasirox 250 mg T 1 1@
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3. AmENLGNIMmaRkA

3.1 Finish product specification™?
1. BSunaarendany 90.0 - 110 % L.A. of Deferasirox
2. |dentification mmmumuﬁi:q‘lu Finished product specification
3. Disintegration time m’aﬁ]mumwﬁizﬁlu Finished product specification
4. Dissolution mnmumuﬁi:ﬂu Finished product specification

5. Weight variation %30 Uniformity mww’wumuﬁszq’lu Finished product specification

of mass (weight)

6. Impurity / Related substance mswmumu‘ﬁ'ﬁq‘lu Finished product specification
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swauﬁﬂﬁqmanvmzmm:uuuﬁ’nmanmsmiaﬂ%an'zmmmn
a2 B21 /2559
s18n1sN 7 Sorafenib 200 mg tablet

muﬂszmﬁé’mi’mquaswmﬁ

1.8a81  Sorafenib 200 mg tablet

2. ansanvana i

2.1 3w Wueide dmivivdsemu

2.2 #utlsznay Usznaudu@aen Sorafenib 200 mg

2.3 MIUSVIN UysR uunaen Jasiin taatunmuiu
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3. AmANTANIIMALA

3.1 Finish product specification("’(z)
1. ﬂ?u'lméﬁmﬁﬁﬁ'ty 90.0 - 110 % L.A. of Sorafenib
2. Identification test Gli’aiwi’mmuﬁs:qlu Finished product specification
3. Uniformity of dosage units msmw"mmuﬁi:qlu Finished product specification
4. Dissolution ﬂi?%ﬁﬁumﬁuﬁitqlu Finished product specification
5. Impurity / Related substance Gli’aﬁlw"mmuﬁiquu Finished product specification
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i’lsla:LSﬂﬂqmanumzmmzuuuﬁ"mLanmsmsaﬁ%anﬁnmmm :
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i’mmﬁ'ﬁ 8 Zoledronic acid 4 mg/100 mL injection

aNlsEn1AINIA quai'mmﬁ

1.3as  Zoledronic acid 4 mg/100 mL injection

2. amantianaly
2.1 Juuy Wumtseanounennidals W dmsunsadwasaiiaas (Solution for infusion)
2.2 #udszney  Usznaueay Zoledronic acid monohydrate 4.264 mg 'ﬁa&lgaﬁ"u Zoledronic acid 4 mg
% 100 mL v8sa3azAE
2.3 MTULUIN ussqlumwzussagmﬁ@ﬂswﬂmm%a
2.4 23N . szq%am UUITNAUAILEIAYUITAIVLII TUKEA i’uﬁvumq wfinEe wanzdou
fsuen Ltaz"‘sﬁmstﬁufnmm'l:’a”ar_i'mf’mwuuussfgﬁ'mfﬁ
- UUMITUIUTINN aﬂﬂaﬁamﬁaaszq%am WiaTamIn1Ie FIULTNaLLAT TR LT
Ya3en Laufinde 'S'uﬁvumq'lfs”ﬁ'@wu

3. amdNiGNINARA

3.1 Finish product speciﬁcation“)’(z’

1. USunaaasndngy 90.0 - 110.0% L.A. of Zoledronic acid
2. Identification AT
3. pH m’mmumuﬁ's:qlu Finished product specification
4. Sterility ATIU
5. Bacterial endotoxins m’aﬁ]muﬂ'mﬁizq'lu Finished product specification
6. Particulate matter AT
-2ue = 10 um }aitfin 6,000/container
-9w1@ = 25 um WA 600/container
7. Volume in container ATIHU
8. Related substance / Impurity G\i’Jiwhum&lﬁs:‘l,‘llu Finished product specification
Ganluding
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product specification Waz/#38 Drug substance specification laguaun lufswindszmeadsznianandidnnsaing
wasliiiAun 2 @ o Audszmedsenmenendildnnsaiing

2. 1l8NEIIFVIDINIAIFTIWNITHARE
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MINaaEN PIC/S (Pharmaceutical Inspection Co-operation Scheme) Taswiasnu PIC/S participating authorities
$3o ﬁtanmﬁusaommgmmswﬁmmmwé’nmmwfua:%%msﬁ@‘ﬂumwﬁmmmaaﬁﬁﬁmmﬂmnswms
2INTURZEN NIENTIIETITAY Farruaiulasianureansasussriafiouiunaninmeiussdsnsiain
mIndesn PIC/S lununaenfiguane mfn’uzhqﬂmmaumsmwaauimﬁwanw%’usaaﬁﬁuﬂszmﬁ
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authorities aUUEER ausaumIaTesaulasdnanisiusasiiviulmeadszmenandidnnisiing wiseny
ARDATN URIUANT
3. tanmsqmmwﬂaamﬁtauaswm (Fnwnnana)
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1= General requirement YaLNFTATUEMTL Finished product JUWuLEN Injections
(Parenteral preparations)

2 = The International Conference on Harmonisation of Technical Requirements for Registration of

Pharmaceuticals for Human use (ICH quideline), Impurities in New Drug Products Q3B (2R) ;
Current step4 version, 2006.
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i'mmi'?; 9 Nilotinib 150 mg Capsule

muﬂszn'lﬁﬁ'awi'ﬂquas'mﬁ'lﬁ

1.Bazn  Nilotinib 150 mg Capsule

2. amanianaly
2.1 3Uuuy wenudeuntgs dmsbiudsemu
2.2 gudsenay  Usznouals@aen Nilotinib hydrochloride monohydrate ﬁaugaﬁ'v Nilotinib 150 mg
2.3 MIUTUITY ussaﬂuummﬂmaﬁﬂ Vesruarudwld
2.4 28N - s*zq"fiam FIULSZNBUAINEATPUAZATINLT TUNTA i’uﬁvumq wwufinde wanaiou
dnsuen uarISmafiusnmnen Hadwdaauuuussadued
- UUULAREN azhoﬁaUﬁaqs:q%amﬁa%amomiﬁw UL NOLUA YW IAAITULTITEIEN

LAUNHE® i’uﬁumq‘lﬁ'@wu

3. AMANUANIINARA

3.1 Finish product specification""?
1. ﬂ?mmﬁ"amﬁ’}ﬁiy 90.0 - 110.0 % L.A. of Nilotinib HCI
2. ldentification @S’Jamumuﬁs:q‘m Finished product specification
3. Dissolution Gli’a’ﬂmumuﬁs:qlu Finished product specification
4. Content uniformity Gli'm&humu“?l'szq'lu Finished product specification
5. Impurity / Related substance m’amhumuﬁizi,‘l‘lu Finished product specification
Wanludu 9
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ARDATW WA ILANTH
3. mnmsqmmwnaomﬁtauaﬂm (nwnnana)
3.1 namsaTn TNz mMwNAairiendaguesinia (Certification of analysis of Finished product) 1u
mjuﬁd«ﬂuﬁ’aaﬂ'\o
3.2 WANIATIVNATRYANWIAGALTDIAILNEIRATY (Certification of analysis of Drug substance) Al
mswﬁmmjuﬁz&uﬁuﬁaamwﬁmao@wﬁmmua:;jwﬁwi‘mqﬁu
3.3 LenmInsananguiusuanudanusszwiniuntininvesianduaasdiendidn (Drug substance)
F8 3.2 fUuNINAaTaINAAtiENEUTZU (Finished product) T 3.1
3.4 luns@dunaidoueanunnni 2 9 sxdasfidnnwenansmsAinen Long term stability anufifin
wudnlunsidouenanugas LLa:‘lﬁﬁ'umsmmuﬁ'usaoLanmsan’ﬁéﬁmwaoﬁﬁ'ﬂ
3.5 luns@dunzifiuenumtosni 2 9 axdasddmnnwinonamsansanunIeaasenaufiin
wadulunadouenanusas wazldsunmsasmnasisesanansngisnunavesnssn
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6.2 NIGINAANTUN m’nuﬂugmwnmuﬁumnﬂ HANIA LAUE TN IUA RN TINMIWITLAZEN Tudanaued
Qs ;
fYyQAsTaIzny
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I IAAANHMLIANIZURUNEIDNAITNTIADDLIBA I B
1avn B21 /2559
3181130 10 Antihemophilic factor I1X 600 IU for injection

muﬂsznmﬁ'awi’ﬁquaﬁ'ﬁﬁ'lﬁ

1. #amn Antihemophilic factor IX 600 IU for injection

2. amanianall

2.1 juny WumsnumanniBaion wiafindasson dwiLde

22 sulzney  1sznaudaudaen Coagulation factor IX (Human) 600 1U

2.3 MTUEUIIY ussq'lunwu:ﬁmi"umﬁgmﬁm wiaudhazane uszgeaUnIldmiumsacasen

2.4 28N - smﬁi‘am fulznaumedaALazANULTI TUKE fuguawq wUfNES LazlaY
neioudiuen u,azﬁ'ﬁ'mstﬁu{nmm"l:i’aziw&'mwuuussaqﬁ’m«vf

- UWMTULLIIEN as‘waﬁauﬁmsxq%am wiaZanman1sen §amlsznauuaz ey

AUUTITEILN LNUAHER fuéumq‘lff@mu

3. AMEANUANINANA

3.1 Finish product specification'”

1. Specific activity Factor 1X WNNIMTBLYINAL 50 IU factor IX/mg protein
2. Identification ATIIU
3. Residual moisture <2%
4. Factor IX activity 80 - 1256% of stated potency
5. Protein content 3 - 14 mg/vial
6. Factor Il activity < 21U/ 100 U factor IX
7. Factor VI activity <21U /100 IU factor 1X
8. Factor X activity < 21U/ 100 U factor IX
9. Sodium chloride content 7.2 -8.8 mg/ml
10. pH 65-75
11. Pyrogen test/Bacterial endotoxins ATIWN
12. Sterility test ' AT
13. Particulate matter (%é’ﬂmiazmﬂ) ATIU
14. Apparance of solution ATINW
CRE) R C{{r/ .................. Uszmupmenssums
(wialu3 gazaad) —
——h Ly
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3.2 Drug substance specification : Human plasma @

1. Anti-HIV-1 AT IUANNINTIIU
2. Anti-HIV-2 ATIITUANINATIIU
3. Hepatitis B surface antigen m’)ﬁwhumummg’m
4. Anti-HCV (Antibody against Hepatitis C virus) maﬁwi’mmummgﬂu

HazlinangIUsUTEd Human  plasma  MANKERETBAWANANATTIUTING 15% NIBSC
(National Institue for Biological Standards and control), AABB (American Association Blood Bank), PPTA
(Plasma Protein Therapeutic Association)
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MINAALN PIC/S (Pharmaceutical Inspection Co-operation Scheme) Tagwiapau PIC/S participating authorities
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3. Lanmmmmwvaam*’r‘hauamm (Fnuwnnang)
3.1 HamIanieneigunwRanusiendiagvesinGa (Certiication of analysis of Finished product)
‘lumjuﬁ'dmﬂuﬁ'samo
3.2 HAMIATIATRRA MW IANFUVBIGLNEATY (Certification of analysis of Drug substance) Al
mswﬁmmjuﬁduﬂuﬁaazmvﬁmaasgwﬁmmuaz;&”wﬁmfmqﬁu
3.3 luns@dunzionemnunnni 2 9 sxdosdiduumnmwensnanséinmn Long term stability A
wadnlunzidougnanusas LLa:‘lﬁ{un'\smmu%’maaLanmsﬁnnsjﬁa"\mwaw?ﬁ'ﬂ
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6. dlanana (o) Busaalionidndyyinewasuimvua foil

6.1 ns{ﬁwamséumaﬁmﬁ:ﬁmﬁmnnw%mmam‘mmwwU“l,aiLﬂu‘lﬂmummgmﬁaﬁwuﬂ
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1 = Requirement specification 2a421@wiLUL

2 = British Pharmacopoeia 2013
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1 ﬂa:LSﬂﬂqmﬁnum:mwnuuuﬁﬁmanmsmsa‘i’a%an'ﬁﬁ’mﬁm
1aan B21 /2559

31915 11 Recombinant coagulation factor Vila 1 mg for injection

madszmadoninguanssii

1.8as7  Recombinant coagulation factor Vila 1 mg for injection

2. amanianaly

2.1 31wy WuwssnUnanidedzm wiausvhssmeotneinis s Wis swivde

2.2 dutlznay  Usznaudlnalnn Recombinant Coagulation Factor Vila 1 mg 1w 1 27

2.3 MTUUIT ussqlum'nu:usﬁqmﬁaﬂswamnvﬁa tasruussluudazaine

2.4 28N - s:q%am FUUTENAUMLTFIAYUIZAIULTY TUNAR 'j"u?;umq LOVARER uaziaY
nufaudisuen LLa:'“a%mSLﬁu{nmm"l:i’aziwﬁ'mmunumsqﬁm‘ﬁ

- UWMTUEUTIIEN amaﬁamﬁaaszq%am wiaeminsen amUsnauussrmaay

AMAULTIVEIE L8VTINE® d”uﬁuumq'lf’&'mau

3. AmENIANIIINAKA

3.1 Finish product specification'"*?
1. Identification m‘;i]ci'mmwﬁi:iﬂu Finished product specification
2. Content of rFVlia mmmuﬁmﬁi:q‘lu Finished product specification
3. Specific activity m’mmumuﬁizﬂu Finished product specification
4. Bacterial endotoxins m’mmumuﬁ'squu Finished product specification
5. Sterility ATIIHY
6. pH ﬂiaaﬁﬁuﬂﬂuﬁiquu Finished product specification
7. Particulate matter ATIWU
8. Appearance mmmumwﬁ'i:ﬂu Finished product specification
9. Water content ﬂﬁﬁlmuﬂ’mﬁs:iﬂu Finished product specification
10. Purity / Impurities m’ai]mumuﬁiziﬂu Finished product specification
Howludun g
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ANATWN URILANTT

3. tanmiqmmmmomﬁmuaﬁm (Funwnanang)

3.1 NAMIATIIATIEAG M IWHEA T End I TagLva AR (Certification of analysis of Finished product) lu
ms;uﬁamﬁuéi‘sazha

3.2 lunsdidunzdougnanannndy 2 9 ssdasfidinnwednanansane Long term stability aafizis
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