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3.1 Finish product specification
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1. USanmdandaty

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

. Identification test

a9 uenafiszylu Finished product specification

: i P
Wﬂﬁlmuﬂ’mﬂs.‘:q‘l% Finished product specification

2
3. Weight variation
4
5

. Dissolution Gli’:ﬁ]&i’mﬁl’mﬁ‘iquu Finished product specification
. Impurity / Related substance mwchum&lﬁ‘i:iﬂu Finished product specification
3.2 Drug substance specification : Flutamide™"
Test Item USP 35 BP 2013
1. ﬂ%mmﬁ’;mﬁ'}ﬁiy 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 AW
3. Melting range 110° - 114° 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%
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3.2 Drug substance specification : Flutamide™"

Test Item 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 impurity,
- 4-Nitro-3-trifluoromethylaniline : NMT 0.15% NMT 0.2%
- 3-trifluoromethylaniline : NMT 0.2% - Total : NMT 0.5%

- 4-Nitro-3-trifiluoromethylpropionanilide

: 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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VanEmg : 81989970
1= General requirement TaILNFIA1IU& AT Finished product JUuuU 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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57871971 2 Gefitinib 250 mg Tablet
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1.8a81  Gefitinib 250 mg Tablet

2. amssaLiaT2 )

2.1 3uuuy Wuendla smwsusudsenmu

2.2 dudsznay  Usznaudleainn Gefitinib 250 mg

23 mrususny  ussiluissegdifloanans wia blister pack dastin earuamnuis
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3. AMANLANIINANA

3.1 Finish product specification'""”
1. YSumanendngy 90.0 - 110.0 % L.A. of Gefitinib
2. ldentification Glidamumuﬁi:qlu Finished product specification
3. Dissolution m’aﬁ]&humuﬁizqh Finished product specification
4. Uniformity of dosage units mmmumuﬁsziﬂu Finished product specification
5. Impurity / Related substance m’mmumuﬁlsquu Finished product specification
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muﬁifuﬂuﬁ g% (finished product specification) LLa:ﬁ'aﬁ’muﬂqmn’lwmadf@lqﬁu (drug substance specification)
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6. fiawaTan (A21e) Buzealisnidndyanenasuivua ask
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HANELNG : 198990
1 = General requirement PYDINKBAIIUF NI Finished product g‘ﬂLLU‘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.
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sgnsn 3 Antihemophilic factor VIl 250 1U Injection t
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1. #aen Antihemophilic factor VIl 250 IU Injection

2. anaNvana b

2.1 3y \unsenilseeniBediuna wie anasenndes Fmsuda

22 &wmdseney  Usznaueis Human coagulation factor VIl 250 1U %ﬂﬁ'ﬁ]’m Human plasma

2.3 MIULUI ussg’lunwuzmsqmﬁ@ﬂsqﬁmm%a Yasruuas'

24 2370 - szq"z”iam Ul Iz Nau@BIEAYUITA NI TUHER 'Tu?;umq Wi wanzdou
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3. anaNUANINARA

3.1 Finish product specification“”‘z’

1. Factor VIl potency 80.0 - 160.0% of stated potency

2. Specific activity Lidnnn 1 iu 289 factor VIl dafiadniulysau

3. Solubility” szanowuamely 10 wift wazldmsasaeila wiagwanian
10§ nIeliFaaninias

4, pH 65-7.5

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

6. Water content mi’silbiﬂum’mﬁiziﬂu Finished product specification

7. Sterility test ATITNIN

8. Pyrogen test or Bacterial endotoxins Pyrogen test : NLT 50 IU of factor VHi : C
Bacterial endotoxins : NMT 0.03 U of endotoxin per International
unit of factor VIll : C

9. Stabilizer mi’aﬁ)mumuﬁ.i:qh Finished product specification

10. Protein content m’mmumu‘ﬁi:qlu Finished product specification

3.2 Drug substance specification : Human plasma me)

1. Anti-HIV-1 ATIVRIUMNINATFIN

2. Anti-Hiv-2 AT IUANNATTIN

3. Hepatitis B surface antigen ATIWUMNNATI U

4. Anti-HCV (Antibody against Hepatitis C virus) G\i’sﬁ]mum&lmmﬂ’m

eeeree e NN

(WHNRNMITWIRY NadTal) (WHEMITUYN 3IUEN)
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uazdinang uIIaII Human plasma NMNAHEALNETA NWANNANATZIUEINA 1T NIBSC
(National Institue for Biological Standards and control), AABB (American Association Blood Bank), PPTA

(Plasma Protein Therapeutic Association) }
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1. Bamn Bevacizumab 100 mg/4 mL Injection
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2.2 gdsznay 1w 4 mL Usznauela@aen Bevacizumab 100 mg
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3.1 Finish product specification“"(z’
1. Potency2 (by bioassay) 08-12x10"U/ mg
2. ldentification m’;fwl&humuﬁszq‘lu Finished product specification
3. Quantity 90.0 - 110.0% of Bevacizumab
4. Particulate matter Gli’mmumuﬁszq'lu Finished product specification

- 9u1@ > 10 pm 'Laitfin 6,000/container

- U@ = 25 pm Wifin 600/container

5. Sterility GIS%)N"mﬂ’Iuﬁiziﬂu Finished product specification

6. Bacterial endotoxins miﬁaﬁiﬁus\ﬂuﬁszq‘lu Finished product specification

7. pH mwmumuﬁsth Finished product specification

8. Volume in container m’;mhumuﬁs:qlu Finished product specification

9. Purity / Impurities @li’)’«)bi’lumuﬁiquu Finished product specification
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1.%0in Bortezomib 3.5 mg for injection

2. aosaatianialy
2.1 yuuuy unsenUsenids dmiuda
2.2 @usznay  Usznaudas Bortezomib 3.5 mg 1w 1 WHILMTUYTIY
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3. AMENUANWINARA

3.1 Finish product specification“”(z’

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

2. ldentification Gﬁ’mmuﬂ’m‘ﬁi.‘:qlu Finished product specification
3. pH mnmumuﬁszqh Finished product specification
4. Sterility test AT

5. Particulate matter ATIHU

- 9BMATWIA > 10 pm Laitfiu 6,000 ayma
- BUMATIIA > 25 pm LiLfin 600 ey

6. Bacterial endotoxins mmmumuﬁszq‘lu Finished product specification
7. Water content m’mﬁ’mmuﬁszq‘lu Finished product specification
8. Content uniformity AT

9. Clarity of solution AT

10. Impurity / Related substance miﬁﬁ]mumu‘ﬁ'nq‘lu Finished product specification
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1.8y Deferasirox 250 mg Dispersible Tablet

2. ansaaianaly

2.1 3luuy Wueniliaguuuy Dispersible Tablet §m3ususzmu

22 @udszney  Usznaudasaaen Deferasirox 250 mg 1 1 1@
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6. Impurity / Related substance m’mmumuﬁizqh Finished product specification
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378N13N 7 Sorafenib 200 mg tablet

muﬂszmﬁé’mi’aquaﬂﬁmﬁ 1500, 7559

1. Hoen Sorafenib 200 mg tablet
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3.1 Finish product specification®

1. ﬂ%&lﬂmﬁ?ﬂﬁﬁ']ﬂuty 90.0 - 110 % L.A. of Sorafenib
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5. Impurity / Related substance m’mmumuﬁﬁ‘lﬂu Finished product specification
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IYAIDUAAMA N BRI URUTBIaNATM I RBalIBATMTEY
W82 B21 /2559
s1gn1In 8 Zoledronic acid 4 mg/100 mL |nject|on

muﬂﬁzmmamaquaswmu ‘l 5 nﬂ 2‘159

1.898n  Zoledronic acid 4 mg/100 mL injection

2. ansasianaly
2.1 3uuuy umsszansUnanndels Wi swiunoadmasaiaandy (Solution for infusion)
2.2 §wdsznay  Usznauaay Zoledronic acid monohydrate 4.264 mg ‘ﬁlaugaﬁu Zoledronic acid 4 mg
Tu 100 mL vasasazane
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3.1 Finish product specification'”"”
1. ﬂ?mm@'ﬁmﬁ’lﬁ'{y 90.0 - 110.0% L.A. of Zoledronic acid
2. Identification ATIIU
3. pH m’mmumuﬁ‘i:ﬂu Finished product specification
4. Sterility ATIHU
5. Bacterial endotoxins m’mmumuﬁizﬁlu Finished product specification
6. Particulate matter TN

- W@ > 10 pm A% 6,000/container

-9ue = 25 um liin 600/container

7. Volume in container ATV

8. Related substance / Impurity m’m&humuﬁizqh Finished product specification
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6.3 nsr‘ﬁwuﬂ@mqmmwarmNﬁmﬁ'mwfﬁmadwa@iaﬂszﬁﬂﬁwaLl.a:mmﬂaaﬂﬁ’mapjﬂwmﬁ%’um

7. %ﬂmswms’uaaaauﬁw%ﬁﬂ%’uﬁmsmNﬁﬂﬁm‘ﬁmﬁﬁﬂs:'fagnL?ﬂmﬁuﬁu'[ﬂuﬁﬂﬁfmmﬂmzmmms
gmTuazenuszazian 1 Jiswludszmedsznmanandianniafing

naNEe 81989970
1 = General requirement Ya3LNF@1TUE W Finished product JUuLLEN 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.

Wialus gazaed)

(BB oo e nIINN3 TGRE ) J. e NITUMS
(WHRNIIUIE Na9vad) (WHRITWL TINEN)

wiismumsiisyail B21/2559



s’lﬂaztﬁﬂﬁqmﬁnumzmmumuﬁ"lmanm‘smsﬁ'ﬂ%mwﬁm‘ﬁm
Pe]
\8an B21/ 2559
3181130 9 Nilotinib 150 mg Capsule
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1. Basn Nilotinib 150 mg Capsule

2. amasianaly

2.1 pupy Lﬂumtﬁmmﬂ«ga fMIUTUUTEMU

22 gawdszney  Usznaudaaedaen Nilotinib hydrochloride monohydrate ﬁaugan”u Nilotinib 150 mg

23 mruusny - usnluusendasiin tastiuanugule
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30 waz3IBmaiusnwien 'li’as;i‘wfmauuumsqﬁmsﬁ
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3. amaNUAMIINARA

3.1 Finish product specification'"®
1. USinmenendan 90.0 - 110.0 % L.A. of Nilotinib HCI
I . o - I
2. ldentification m’mmumumzq‘lu Finished product specification
3. Dissolution @329 MANIzY LU Finished product specification
4. Content uniformity m’mmum&l‘ﬁ.szﬂu Finished product specification
5. Impurity / Related substance mmmumuﬁs:qlu Finished product specification
o 4
wanlydw 9

1.ﬁ']mewmzlLanmsmﬂﬁﬁ'vagtyﬂw‘ruml,ﬁﬂu@iﬁuuwﬁaa‘imﬁ‘uﬂluﬂszmﬂ'lm wadIUAY (declare)
UWRINES
1.1 luﬁﬁﬁ'mnﬂsi‘fun:l,ﬁﬂuﬁﬁum (N81.2 1813 Ne4 LRMANTOR)
1.1.1 lunsdifiuenfindaludsanelng nanefis ne2
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1.1.3 luns@duenddrandslssme wansds no.4
12 Tudmetunafowe ne.1/s.1 Tasenfiauena wiaunuaziBsaatanmImunua aNYa IR A U
muﬁ’ffuml.ﬁﬂu (finished product specification) LLa:’tJ"aﬁ’muﬂqmn’lwmao’i'@lqau (drug substance specification)
nsﬂ'ﬁags:%dﬂonnstﬂﬁﬂuuﬂaoLLfﬂmﬁmau wdsILULEnEITELWINIWEIENITVaLd Lo (8.5) niwaw
finished product specification lLaz/#3a Drug substance specification lasvaun lwnauiudszmelseniasian
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2, 1ENFITUIDINIATTIRMTHAALN

2.1 msdingnaaludsanalng ;‘{Nfﬁme‘fmﬁLanmﬁusaommgﬁumwﬁmmmwé’nmm‘ﬂtiaﬁﬁmsﬁﬁ‘lu
NINAALN PIC/S (Pharmaceutical Inspection Co-operation Scheme) Taewiiazeu PIC/S participating authorities
wia flenssiusesnasgiunniasaamsninaeiuariinaialumsningzesdinaunmenssuns
2IMITURZET NITNT I DITTARY Farmuatulasisnusanndasussriaifioutunsninmeiuasismsiaiu
nswdawn PIC/S lunanaeniiauane aﬁ’uia"lq@\mmaumsmwaau‘[mﬁwan']s%'maaﬁﬁuﬂszn'm
drznmenadiannsaiing

2.2 ns@fiweingvnawlszina HndadaifianasiusasanasyumInaammananinuiuge
AEmsialun1Inaae PIC/S (Pharmaceutical Inspection Co-operation Science) laswiazau PIC/S participating
authorities a1iuag@ musaumsasaseulasfinamsivsasfiviuizmadszmenadidnnsefind wiaeny
ARDATW URIUANTTH
3. Lanmsqmmwwaomﬁtauaﬂm (Fwinnane)

3.1 namsarlinnzigmwkRanmriendiaguesinia (Certification of analysis of Finished product) 1u
mjuﬁdmﬂuﬁaamo

3.2 WANTIATINAATRAAINWIAALYEIALNEIRTY (Certification of analysis of Drug substance) Al
mswﬁmmjuﬁduﬁud’aamwﬁ'ﬂao@wﬁmmu&:ﬁwﬁmi’mqﬁu

3.3 wwnnmiananguiutuenudunusTzaihsiunmIntavasiagiusesaisndag (Drug substance)
78 3.2 ujunsnAavandanmsizdsagy (Finished product) 78 3.1

3.4 lunyditunzdoueununnii 2 9 sxdasfidiumnnmwdnananisdnen Long term stability anaifidu
wdulunsdousnuuany wazldsumIsswnaivseaanasnngisiuananisgm

3.5 luns@itunsidougnuniosnii 2 § axdasdidunnwaneramsdnsanandivesaaiiu
wndnlunsidousanuses uwazldsumssswasusesianasangisiunvesism
4. A8y

4.1 figuanen dassaniatnmatnies 3 wipuITIAmN Fadudunmugasnoazdualdnsudiu
mwﬁﬁwm‘tuﬁ'ﬁaqmauﬁaﬁ"a‘lﬂﬁwﬁu
5. mnl‘s:ﬁ'uqmmmnﬁdwau (wdnstana1INTIVUIEAR)

5.1 mﬁz«iwauﬁaaﬁmq‘lﬂmﬂﬁaun’h 1§ duanmiuseuey

5.2 mvgna'mﬁ'dwau '«J:@Taoa'ozhl,mmwmU’L‘U%’Uiaawanwsmsuaﬁl,ﬂswzﬁaws;uﬁdowau

5.3 ns:ﬁﬁ'ﬂmUi’\’ﬁﬂ'\sﬁwmsejuﬁ"sama mﬁa’muamﬁammw%mi’l:ﬁqmmw RUBTITMIRTNRIIFD
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6. {la®a31A" (H218) dugaalienidndyginenasuiivue Aok
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6.1 ns:’fmamstgu@mmmﬁ:ﬁmumnnsm‘nmmms‘mmwwU“luLﬂu'lﬂmummﬁmmam%m
=t = Q- 3 J - -~ b o s X
6.2 natinAanurinTiaigniFunifiuiunniasemalasdninnuasenssunmsamsuazen luganaues
Q J
fyyrzdaazany
6.3 nstﬁwuﬂrqummwmnwﬁmﬁm«n’ﬁmadawa@iaﬂszﬁwﬁwaua:mwﬂaa@ﬁ’ﬂ@ia@:’ﬂwﬁ‘lﬁ%’um
7. mi.wswmwaamuﬁn%‘l&i%‘uﬁmsmwNﬁ@lﬁm‘ﬁmﬁﬁﬂi:i‘ﬁgnL‘%'UntﬁuﬁuiﬂUﬁ'}ﬁnmuﬂm:nsmms
gmsuazen luszezaan 1 diawiudsemeadszmenadldnnsafing

NANUHR | 91989970

1 = General requirement 183§ 1 TU&MTU Finished product JULUY Tablets
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s'lﬂaztﬁzjﬁqmé’nﬂm:mmumuﬁﬁmanmsmsﬁ'ﬁ'fanwﬁ'mwfﬂn
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51Em'li‘i7; 10 Antihemophilic factor IX 600 IU for injection
aanlszmadmiaguasesit ] 5 1A, 2559

1. %am Antihemophilic factor IX 600 IU for injection

2. amanrianaly

2.1 3uuyy Wunssnnendaiong wiafindassay fnTLae

22 dmsnay  Usznaudas@am Coagulation factor IX (Human) 600 U

2.3 MTUYUIN ussa‘lum’nuvmmumsamm wiandazane LLa"maﬂnsmmmumswmﬂm

2.4 287 - sm‘ﬁam F U IENaUAINFIRYUAZANNLTI TUNER 'Juaumal WUTNER uazLaY
nzioudrsuen Lmnﬁmsmmnmmhamamwunumsanmm

- UWNTUELSIREN athatand aqs:miam WiaTamamsm damtlsnevuszTwIaa

ANULTIVAIN ETTNFE ’Tuﬁvumqvl’i"ﬁ'@wu

3. aMANUANINANRA

3.1 Finish product specification"

1. Specific activity Factor IX VINNFINATONINAL 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 U factor IX
8. Factor X activity < 21U/ 100 WU factor IX
9. Sodium chloride content 7.2 - 8.8 mg/mi
10. pH 65-75
11. Pyrogen test/Bacterial endotoxins ATIWU
12. Sterility test ‘ AT
13. Particulate matter (Wa3n13azane) | avavsiu
14. Apparance of solution ATIU
(aﬁia) ................................ C({v/ .................. Useuamenssums
(wialud gszad) .
(aa%a) ........... (j?’é ............. nIsuMs (aa%a) ............ % ........................... nIsuNS
(WNENIUIF Na9Tal) (WHRWTYRT UFN)
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3.2 Drug substance specification : Human plasma @

1. Anti-HIV-1 ATIINTUMUNIATIIU
2. Anti-HIV-2 AW IUMVNATIIU
3. Hepatitis B surface antigen ﬂid%&iﬁumummg'\u
4. Anti-HCV (Antibody against Hepatitis C virus) ATITHIUMVIIATTIN

uazdindngIUsLI8991 Human  plasma fihwwiasfiamnwauanesguens 5w NIBSC
(National Institue for Biological Standards and control), AABB (American Association Blood Bank), PPTA
(Plasma Protein Therapeutic Association)

Baulydn g
1. ﬁ’lmewn"lmanmsms"lﬂ”{uagtym'}fuwnﬁuu@h%’uﬂ'u,ﬁa'«iﬁmirm‘luﬂimﬁvlm uazdIuey (declare)
UARINE®
1.1 luddymstiunsSoudn e (8.2 N8.3 Ne.4 uSIMANTH)
1.1.1 lunsdiiduenfindaludsanalng waneds ne.2
1.1.2 1uns:ﬁ°7ﬁﬂumﬂmhLﬁanmmomﬁg wunaie ne.3
1.1.3 lunsdifidueiighandnaszmne nansds no.4
1.2 'I.uﬁwaifuﬂ afiowen ny.1/0.1 vasenfileuanm wsauﬂmaytamwmamsmmuﬂnmwmawaﬂnm‘m
mu‘nmummﬂu (finished product specification) Lta”maﬂ’muﬂﬂmnﬂwmaa’mnﬂu (drug substance
specification) nsrumam*vmﬁon'mﬂauumJamr‘i"lmwumu wdssuuuenaIE Mgl (2.5)
UINFaY finished product specification was/%3a Drug substance specification Iﬂﬂmatm“l'unauluﬂizmﬂ
rzmanmaidnnsafing wazlifiu 2 1 m udsemeadsemenadidnnsaing
2. 1BNATTUTDINIATFININTHARLN
2.1 nsdifignuaaluwszmalng HuAadasdianmsssennaspunnRammumsninaeiuas3ansiial
NMINRALN PIC/S (Pharmaceutical Inspection Co-operation Scheme) Tasmiasnu PIC/S participating authorities
w3a dienasivsennasgumsniommundninueiuaz 35 msnalunsuaas e ineue men s
DIMIURZE NITNTNIFITIIUFY %oﬁmuﬂﬁu‘[mUﬁmmaaﬂﬂa”aoLLa:ﬁ'@LﬁUuﬁUﬂé’nansﬁua:ﬁ%msﬁﬁlu
n1sudae PIC/s lunuiaefiauaune atudgaausaunisasesavlasinan1siusesfieTudszne
drzmeanedidnnsating
2.2 ns@idweingrenesslsand o HHAAABIHLENETILIDNATTIUMIHRALITURSIIN I ez
’Jﬁmmﬁlumiwaﬂm PIC/S (Pharmaceutical Inspection Co-operation Science) Tagwineau PIC/S participating
authorities a1Ua g eusaumsavesaulasfnamssusasfieiulzmeatzniesasdnneing wiaay
ARAATN WaudnTDl
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3. LONETITAMNINVBILNLERDTIAT (FUWININANY)

3.1 wammsaﬁmﬂ:ﬁqmmwm‘iﬂﬁ'm‘ﬁméﬂL%agﬂmaagi‘“wﬁﬂ (Certification of analysis of Finished product)
Tuniungaududatng

ar

3.2 Wan1sasndasedeunwianauvediundeny (Certification of analysis of Drug substance) Alflu
mswﬁmmjuﬁmﬁmﬁazmﬁgwaa;jwﬁmmua:éwﬁsr‘i’mqﬁu
3.3 lunsdidunsifiugnanunnni 2 9 axdasdidiumnwinonamfineg Long term stability aaiifiu
vaanlunzSouenanuans wazldsumsasnaususesenasnngiswavasuisn
3.4 lunsditunadonewiasndt 2 9 wdasdidnmwinenamsinsanunsIvesauiin
wudulunsdougnanugas wazldsumssawasisasanansnndildnunazasiuhn
35 Lﬁaommﬁumnéju biological products ﬁaaﬁwnmﬁusaﬁ;umswﬁ@\ (lot release) 371N
NININAFATINIUNNG NITNTHAIDIIHEY
36 asnniluenfidasacamnanld dasuuLLanNsUEAINNNAIRITEIMERSINTaE B LETINT
mm:ammmsnmﬁﬁ'uﬁ";uﬂﬂ“’luﬂmum‘fml"uﬁ'lfﬁ'ugﬂw ua:cﬁaauaﬂaﬁmué‘m%aaa@ﬂﬁmﬁ’uﬁaga‘lu
lanasinuen
3.7 Lﬁmmm,ﬂum%ﬁe\q Tusamangmnsfinsmendiinluuywe (Clinical trial) faszinEmwmsinm
wasHaTA BeTasnanuTaUslER I umstunzidsuandinaua menssumsasuazenvesuszneng
Tasramsnwdasidszinsnmmssnen hidasnienduuuy weeldsunsanavimeuns lwasesmsunnsa
\Bofiold
4. A0eeen
4.1 ignan faIsIAag eIy 3 wmumsfgﬁ'mﬁ Fadudunuusasnosnisaldasudan
muﬁﬁmu@luﬁ'ﬁaqmauﬁaﬁ;ﬂﬂiﬁoﬁu
5. msﬂ‘s:ﬁ'w!mmwmﬁaiwau (waaatdnaIINITULITAN)
5.1 mﬁﬁauauﬁaaﬁmqlﬂ@"lﬁﬁaﬂmﬁ 1 9 fuaniuasnay
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RAEING : 61989970

1 = Requirement specification 2a381euLL
2 = British Pharmacopoeia 2013
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INUILITHAAUANHULIRNILURUNILDNEIINIIIATALIBAII YT
WP B21/2559

i
378773 11 Recombinant coagulation factor Vlla 1 mg for injection

muﬂszmﬁﬁ’wi’aquaﬂﬁmﬁ J 5 0., 2559

1.#881 Recombinant coagulation factor Vlla 1 mg for injection

2. ansasianaly

2.1 juuy umsnannidaiznm wiondvnacmelneanda la Bidd swivda

2.2 fwdsznay  Usznaueiudann Recombinant Coagulation Factor Vila 1 mg s 1 v7a

2.3 MTUUITY ussglumw:ussqmﬁmﬂﬂﬁmnL%a Yasruusaluudsszine

2.4 281N - mﬁiam FIUUTTNUMLTEIAYURZAINLIY TUNAR fuﬁvumq 1vfikda uaziae
nzidoudsuen u,a:'“a‘ﬁ'n'usl,ﬁu%'nmm'l,d”aziwfmauuuussqﬁm‘vf

- UWMTUZUTIEN aﬂﬂaﬁamﬁaanq%am W3aBONMIAI FIULTENBLURTUNARANY

AUUIIVDILN LRUANAS fuz?vumq‘l'ﬁ'ﬂwu

3. AnENIANINAKA

3.1 Finish product specification"*?
1. Identification @liaaviﬂumﬁuﬁszylu Finished product specification
2. Content of rFVila m’aﬁ]&hum&l‘ﬁiquu Finished product specification
3. Specific activity m’zi)chumu'ﬁlizq‘lu Finished product specification
4. Bacterial endotoxins m’aﬁ]mumuﬁszq‘lu Finished product specification
5. Sterility ATV
6. pH mwmumuﬁs:qlu Finished product specification
7. Particulate matter AU
8. Appearance mw&humuﬁs:ﬂu Finished product specification
9. Water content m’)iwi’mmuﬁi:iﬂu Finished product specification
: o
10. Purity / Impurities mwmumu‘nszq‘lu Finished product specification
wanlydu 9

1. ﬁ'ummwrhmanmsms'lﬂ’%“uagmwifumLfiﬂuﬁﬁuU'nﬁai‘i'muuj'luﬂi:mﬂ‘lﬂzl WRsHLEN (declare) WRAINE®
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112 lunsrﬁﬁ'lﬂummL&Tﬁtﬁan’xsuﬁoussg ningde ne.3
1.1.3 lunsd@ifidundudhannensdszing nanofis no.4

G 5 12) U T UserunnenIsums
(wealus gazed) -~
] s Y &/ﬂ‘)
4 — PR X
(CEET) e NYIWNT [CEY 1) J O n3INMS
(WHENMITWIFN N89784) (WNEIITYRY NIUEW)

wifitmunisin1gail B22/2559



12 'anmawmm EUEN NE. 18,1 VBILNTLEUOTIN WiBATHAS Buaiatamsmunun WA T
mu‘nmummﬂu (finished product specification) Ll,a"mam%uﬂﬂmﬂ'lwmaa’mnﬂu (drug substancge specification)
nsm‘nags:mwnmﬂaauuﬂamﬁ"l,mwumu mmaauumanmsmt,mmwmﬂmwmm"'lm (8.5) ¥wsau finished
product specification waz/#38 Drug substance specification laguaurtlunawindsemedsznianmadnnsaiing
wazliuiin 2 9 o Judszmedsznieneandilinnsefing
2. 1ANATIILITDIMNATFINAIINAALN

2.1 ndinenudalwszanalng RNAadasliionasiusennespumIHAamIaImaNINUHuaz S Tialu
NIWANLN PIC/S (Pharmaceutical Inspection Co-operation Scheme) laswiony PIC/S participating authorities
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nIndae PIC/S lunuaaenfiiauasne avvdrgaawseunsasasaulasdnanissusasiisiudsene
Uzmenedidnnsefing

2.2 ns@isinensingonawszna KrAadasdianasiusesanasgiunisuiauianunaninueiuaz
SEmshalunaa PIC/S (Pharmaceutical Inspection Co-operation Science) laswtiag97w PIC/S participating
authorities aTUAgR eusauMIaTAReUlauiinansTusasisiulsemeszmanadidnnsading Wiaany
ARDATN LAIANTTH
3. mnmsqmmwﬂaamﬁtauaﬁm (Fnuwinanana)

3.1 HaMIATIRAATER N TWHR AT I NE Tz e (Certification of analysis of Finished product) 1

méuﬁd«ﬂué‘f’;asﬁa

3.2 luns@ifunadonenanunnnii 2 D ssdasddiumwinenansans Long term stability aufiin

wadulunzfouganuans LLaJL@T%'Umsmmu%"usaaLanmsmnﬁﬁéﬂmwaau‘%ﬁ'ﬂ

3.3 luns@idunsdougnaunitosnin 2 1 fm\aoua'ummwmmamsﬂnmmmmmmaommummwumu

lunzidousnanuaas LLavamumimmmmaaLanmsmnwuamﬁwaauswﬂ
3.4 dasrnilusndidasszmonenld dasuuuanasuRAIANUAITITEINMENSINIAZAND Wz avedy
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