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181150 1 Desferrioxamine methansulphonate 500 mg

powder for injection

1. %am Desferrioxamine methansulphonate 500 mg powder for injection

2. amsaianiana bl
2.1 guuy wsgndsaannide dmsuie
22 smsznay  Usznaudle Desferrioxamine methansulphonate #3a mesilate 500 mg 1w 1 Vial
2.3 MIULVIN msfglum"nu:msgma@ﬂﬂﬂmm%a
2.4 2870 - 5:14%@&1'1 UL NaUAILIEINYLAZAINLTY TUNE j"uﬁvumq Wwfinda nanadou
@suen LLaﬁ%‘mnﬁufnmmﬁ'&”asim%’mauuumsﬁgﬁmﬁ
- UWNTUSUTIIN amaﬁaaﬁaai:y%am W30TaMIMIAN FIULTENOLLAZUTNAAI TN

PDIEN LRUNWER ’Tu&umqﬂ%@mu

3. AFENTANNAKA

3.1 Finish product specification“’

AMANTANINAKA BP 2013

1. USinudandegy 94.0 - 110.0% of the L.A. of Desferrioxamine mesilate

. Identification mi’sfﬂm%@’mﬁiquu Finished product specification

. Uniformity of weight A3IH U

FTIINU

. Bacterial endotoxins m’aﬁ)mumwﬁiquu Finished product specification

2
3
4. Sterility
5
6. Particulate matter ATV
- DUMATIG > 10 pm L3itfin 6,000 aune

- pmaIWIA > 25 pm Lalkfiv 600 A

7. Water content @iwt‘/hu@wﬁsx‘l_qll% Finished product specification
8. pH FTIINU
9. Related substance - the area of any secondary peak : NMT 4%

- Total impurity : NMT 7%

3.2 Drug substance specification : Desferrioxamine mesilate""’

AMANTANWINATA BP 2013
1. USsnmshonddny 98.0 - 102.0% of Desferrioxamine mesilate (anhydrous substance)
2. Identification ATIHU
3. Appearance of solutuion AT
4. pH 37-55
(a@%a)...........................‘.TT.'...’..T‘ .................... e uAmMenIINMSI

GRET) N xS NIINNTY
(WHRMIUWIRT N89T89) (WIIMDBNA LA
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3.2 Drug substance specification : Desferrioxamine mesilate'” (da)

amdNianIsinaka BP 2013

5. Related substances - Impurity A : NMT 4.0%
- Total : 7.0%

6. Chiorides | NMT 330 ppm
7. Sulfates NMT 400 ppm
8. Heavy metals NMT 10 ppm
9. Water NMT 2.0% ’
10.Sulfated ash NMT 0.1% !
11. Bacterial endotoxins NMT 0.025 IU/mg
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2. Drug substance specification Rsonaniud Lﬂﬁ:ﬁma\‘ilﬂ W&® drug substance wioluAamedt drug substance 183
AnAasdnIagy adulaatunis 6‘5@ﬁm‘smaﬁmﬁ:ﬁmunnﬁ'ﬁaﬁﬁmm

3. nydlgmantiinameiinvasanuiadandy ladssdslunasdium WWEheBaam Drug specification fusenle
ezt dudadinuAMENIIINIOWITURLET NINTHEIDITUGY
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Honlagu 9
1. é’nmmwmmanmsms‘lﬁ%’uaypzymﬁmuﬁ sudiusniasmielusenalng wardues (declare) UnaIHE®
1.1 'l,m%m”n;msv{umﬁwﬁ'ﬁum (N8.2 18.3 N84 URWANTOR)
1.1.1 wnsdiidunfindeludssinelng nunsds o2
1.1.2 ’LunszﬁﬁﬁumﬁmﬁwLﬁﬂﬂﬁtLﬁWi‘iﬁg nuBie ne.3
1.1.3 lunsdiiiuentighanansdssina winefs no.4
12 ludwedunadouen no.1/8.1 Tasnfieueman wiauToassoawaT; DMIALIANG AMWVBINATTTU
@\wﬁﬂfuﬂuﬁﬁu (finished product specification) LLa:ﬁaﬁﬁwu@ﬂmnﬁwmaof@an (drug substance
specification) nsﬂﬁa;J;szmnmimﬁwuﬂmLLﬁ"LmLﬁmaw FBILBULBNTITEUMMIWENEAITVOUA LY (2.5)
UWTau finished product specification Laz/%38 Drug substance specification logvautludaniudszna
dermenediannsading wazlaifiu 2 9 o Sudszmedsznmiemasildnnsaling
2. 19NETIUIDINIATFTIRNITHAA Y
2.1 nsdngnaaludszmelng drdadesdiansnsiusennaspunsudacnenumsninasiia: 35n1sAdlu
MINRAEN PIC/S (Pharmaceutical Inspection Co-operation Scheme) Taawiasau PIC/S participating authorities
wia Jlanssiusesunespunsniasaunsninusiuas i mndlunmdasvesdinnuatznIsums
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2.2 nsdiftiueningeinarssaina HuAadaslionansiLesnaspummiasianamaninusiue:
3En1sTialumInGaen GMP Wia GMP/PICS (Pharmaceutical Inspection Co-operation Science) lagwiaz T
PIC/S participating authorities afLage auseunIasiazeulasiinanissusesiiviudssmaszniasen
dlannIaiing nivayanaadn ududns
3. Lanmsqmmwmaamﬁta%aiwm (Fnwinnang)

3.1 AN 7137 Lﬂﬁ:ﬁq ARG U mﬁﬂﬁagﬂmaapj N&® (Certification of analysis of Finished product) 14
méwﬁduﬂuﬁmma

3.2 wamsarn e nedgmnwingAuvasiindeny (Certification of analysis of Drug substance) AlBlu
mm&‘mmjuﬁﬁuﬂmﬁaﬂ'ﬂmewaﬂgw'é@mua:;&”mﬁm’?@q@u

v
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@
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3180190 2 Gefitinib 250 mg tablet

a1udsENIAIRIngUAITSIH

1.30:1  Gefitinib 250 mg tablet

2. amaniianalyl

2.1 guuy Wuende dnsusudszmu

22 @mudsznay  Usznaudlruaien Gefitinib 250 mg 1w 1 1iia

23 mrusussy  usrtluunsaglifisuwand wie blister pack Jasiin Yastuanusu

2.4 28N - s:y%am RIUUSENaUAINE N UUATANULTI TUNE® j”uﬁvumq wfnae wanadow
&13ben wazdFmaAusnne e HWNTALIUURLITIA U
- ULUAIEN 889886 aas:q%amﬁa’ﬁamdmiﬁw FIULTZNBULALTINAAINUULTITEIEN
LSUinEe f%é%a’liﬂ’f"ﬁ’@m%

3. AMANLANIINATA

3.1 Finish product specificationm‘(z)
1. USanudrendaty mmmummﬁiquu Finished product specification
2. ldentification @\S’mﬁi’mmwﬁiquu Finished product specification
3. Dissolution G}S’mmumwﬁitqlu Finished product specification
4. Uniformity of dosage units m’mt&’mmwﬁlszﬂu Finished product specification
5. Impurity / Related substance m‘:]ﬁ]mumwﬁszlqllu Finished product specification

waeme nsdlnusuiameinatiaasawiaiagiy laifidreBalwnawdnsun 19eredanansinanziany Drug specification

fudundensfoudadisinyua pe nsunisomsuazen NIENTWETITUGY

'
-

Gonladu g
1. dunmwioenssmslisuaunnaiunz Soudniumnies wanglusumelng uazduns (decare) whanin
1.1 ‘Luﬁm”zymsifuwuﬁm@‘iﬁum (NY.2 N8.3 NU.4 UWRILANTDR)
1.1.1 Tuns@ifiduenfindeludszinalng wunofls no.2
11.2 luﬂifﬁﬁlﬂumﬁﬁLﬁﬂLﬁﬂﬂ’]iLLﬁJUﬁ‘g waeds no.3
1.1.3 luns@fduethdhanndnstszina wanofls ne.4
12 ludwetunsdousn na.1/8.1 vasenMiaunTIe WIDNUABIARITEMINILONG LMW YRINRAT A
auidunz Do (finished product specification) LazUariNnUANWANWIBIIANAL (drug substance specification)
nszﬁﬁaguiizmwmsmﬁﬂmmaum‘“’tmﬁmﬁw ADILWULANFITFUWIAINAIUNTVALA LY (8.5) ¥ INTaN
finished product specification Waz/%w38 Drug substance specification laauawn lwAawiulszmMedszniasna
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alannsading wazliiin 2 9 o wdsznelsznmesaisiinnsafing

(AT S, nITUNNT (G Ki12) o 77N
(WHRNIIWIRT 1189584) (WM ORNA LeN2E)

wﬁnﬁ1/7’1&1msﬁ2mﬁ501/2561



2. 1BNETTUIDINIATFIRNTINAAL
21 nsdifigudalwsznalng JrRadaslionmsiusesnasgumsniameunaninaumiuas35mnale
MINEfL PIC/S (Pharmaceutical inspection Co-operation Scheme) laswioanu PIC/S participating authorities
wie dlonmssusasunaspiumaniasaananinusiuasisnmsialuntsniaszesdninnua menssans
2IMITURTYT NITNTIIRIBITUEY Sarwnatulasdnnuseansasussyiafiouiunaninueiuas3ennaly
nsndann PIC/S lunuaasnfiiguaany atusgaausaunsaTasaulasinanisiusasieiudsznie
dsznesiadliannseding
2.2 nsdfdueningreinasysana HHAAa9ilaNaNTILTBINATI UM INEALE AR IS
FFMsAaluMING AN GMP %38 GMP/PICs (Pharmaceutical Inspection Co-operation Science) lagnuIeN1
PIC/S participating authorities afUan§e ausaunisanasaulasinamsiusasiviudszmedsznaasen
Bidnnseiind winanyanoadw udaudns
3. Lanmsqmm‘»waomﬁm%aswm (Fnunwiniwane)
3.1 HaMIARIATIERG MWHRG A T NE T30 9EHER (Certification of analysis of Finished product)
‘Lumﬁguﬁduﬂwﬁama
3.2 HANIATIRATIRVRINIWInDAUTRIAIINEATY (Certification of analysis of Drug substance) Al
MINE® m‘guﬁﬁuﬂm’i’aamw{w AL EHAELPEh

as

3.3 lan@IwIananguiniuanusuRuE TR UM INEAYesianAuTeIdILd ALY (Drug substance)
T8 3.2 NUTUMIHAaUoINAAA uiend 1531 (Finished product) T8 3.1
3.4 lunsdidunzifongnununnni 2 O asdasiémnmwinonanisansn Long term stability anufifin
vadnlunsougnuuaas LLa:"LﬁﬁJmmamw%"maaLaﬂmsmngﬁéwmwaw%ﬁw
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6. HlaWas1A" (;3':71’121) duganlraniandnaniowaTUTIBLG H9i
6.1 nsm‘iwamszﬁwmwf‘mﬁ:ﬁmﬁmnnm%mmam’mmw*ﬂzﬂmﬁuv[ﬁmwmmgmﬁaﬁwu@
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6.3 nszﬁwuﬂtqummwmﬂN§@n°msﬁﬁmﬁ1fs'mwa@iaﬂsz?m%wau,azmwﬂaa@ﬁ“ﬂ@iagﬂmmﬁfum
7. AUIBTIBNNTY aamuﬁﬂﬂw%’uﬁmimwNﬁmﬁmsﬁmﬁﬁﬂszi‘agnL’%Umﬁuﬁiﬂ@ BEIBNITUATAZNTTUNT

pwsuazenluszeziian 1 Jdawiulszmeadszmasansilnnsefing

%Nﬁﬂt‘ﬁ@! : 81989970

1 = General requirement BaILNFTF1SUFHTU Finished product ELILL‘LIIJ 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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iﬁalauSﬂﬂqmé’ﬂumzmmumuﬁ'ﬁmanaﬁmsﬁ'ﬂ%m'mﬁmﬁm
1aaNn BO1/ 2561
31811371 3 Human Plasma Protein Factor VIl Inhibitor 500 IU Injection

aNlsenAIINIA U

1. Fagn

Human Plasma Protein Factor VIII Inhibitor 500 IU Injection

2. amaniianalyl
2.1 3duuy unseniUseannids (Freeze-dried powder) §MTLAALTMABALRDAGN

22 saudsznay  UsznaudiuaLn Activated prothrombin complex concentrate (Factor VIl inhibitor bypassing
: FEIB) 500 IU §9¢fa1n human plasma

2.3 MTULVTI Uﬁglummu:mifgmﬁ@ﬂswmwm%@ wiawamvhazanauszgagUniaidmiunsazansen

2.4 287N - izq%am FIULTENaUMIFIAYLATAMNLTI IUNES 'S'u?(vumq UTNEA wazLaT
nzifoudnsuen uasiBmsfvinwmenliadwdalauunusraingg

- UBMTULLTIIEN aﬂwaﬁamﬁaasxq%am wiafarmnse samdsznay wesrwa

AMNUSIVBILN LRUNINA® 'S'u&umqvlrj”’ﬁ'@wu

3. ALANUANIILNANA

3.1 Finish product specification(n.(z)

1. Specific activity

laign31 0.8 FEIBA Unit/mg protein

. Solubility

lainanndn 10 wd

. Protein content

200 - 600 mg/vial

. Sterility test

2. FEIB-Activity 350 - 650 Ulvial
3. Thrombin activity < 0.5 IU/ml

4. Plasmin activity < 55 miU/mt

5. Activated FX < 500 mU/ml

6. pH 6.8-76

7

8

9

HIIINU

10. Pyrogen test

ATIVHE

11. Osmolarity

> 240 mOsmol/kg

12. Water

mwt\i’mmwﬁizylu Finished product specification

13. Particulate matter
- BUMATIIN > 10 pm Maiifin
6,000 auMa

- BUMATWIA > 25 pm hluin

600 aune

NTIVNIU

wanEug ntamEuiamanafiaves pwdaianau Lifide8lwnsrdiue liedanamsiinmeiany Drug specification

Audunldrensioudaduinmnun s nssunIownsusssn NITNTHIDIIUGY

ATTUANS
(WHENIWITN NBITed) (WanBRNa L)
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3.2 Human glasma(s'

1. Anti-HIV-1 ATIIHIUAINUINTZIU
2. Anti-HIV-2 ATIVHIUANNUINTFIU
3. Hepatitis B surface antigen ATIVHUANNUINTFIU
4. Anti-HCV (Antibody against Hepatitis C virus) m’aﬁm’mmww’msj’m

warnangIusuIa9dn Human  plasma  AUNIHERLITN MNINATNNNIATIIUTING 154 NIBSC
(National Institue for Biological Standards and control), AABB (American Association Blood Bank), PPTA

(Plasma Protein Therapeutic Association)
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1. éhmewmmLaﬂmsms"l,ﬁ{uag@mﬂfumlﬁﬂm‘iﬁuU']Lﬁiaﬁmmnluﬂs:mﬂm LazdlLas (declare)
LARINES
1.1 'luéhﬂ@nw%umﬁw@ﬁﬁum (N8.2 N8.3 NY.4 LRLENTER)
1.1.1 Wnsdifidunnfindalulsznalng sansds no2
1.1.2 lumzﬁﬁﬂummmTﬂLﬁamsLmesﬁ; waneds e
1.1.3 Tunsdiiduentudranandssing nansfls no4
12 ludmedunafouen no. /.1 vasenfituemen wisunuasduaiTamInunun WIBINE A e
mwﬁﬁumtﬁﬂu (finished product specification) LLa:ﬁaﬁﬂﬁuﬂqmnﬂwmaafmqau (drug substance
specification) nscﬁﬁagji:w'jﬂamsl,ﬂ?imuﬂmuﬁ’lmﬁuLﬁu A DIUULLBNFITE WM MWENE A TVBUA 1 (8.5)
WIW3aw finished product specification Waz/w3a Drug substance specification lagaawn burfauwiudszne
Uszmesiandiannsating uazlaifiu 2 9 m wdszmeadszmenasidnnseing
2. LANAITIUIBINIATZIRNIINARA YN
24 nadfigwaalnzmealng duiadasdianasiusesnasymnmsnaasaamsninaeiuas 35nsiiaiu
NIWRAEN PIC/S (Pharmaceutical Inspection Co-operation Scheme) lagrignu PIC/S participating authorities
wia flanmssusasunesIwnINEaEMERININ M LaE AT N IRAlUNTHE AL B IETNIwe NI IINTS
DIMITURZET NIENTIIATIIARY Fernnuaiulasienusenadasuasriafiouiunanin aeiuas3Enn el
nsudae PIC/S lunanaonfilauaane atiusgasusauniIasiaaaulasinansiusasfisindszne
Uszniesadlannseding
2.2 ns@iilnaringrenesyssna HHAAABINENEITUTBINNATTIUNINRALI A RTINUA LSS
SEMIAFUNING AN GMP Wia GMP/PICS (Pharmaceutical Inspection Co-operation Science) MatAIIEY
PIC/S participating authorities 2juage a1useumMInTIasevlavlinamssusesiiviudszmealsznianan

BLlannsading w%amq@waa@%w WEILANT D
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3. Lanmsqmmwwaamﬁmuaswm (Fnwinnang)
3.1 Namsmaﬁmiw:ﬁqmmwwﬁmﬁmeﬁmaa;jwaw (Certification of analysis) ‘Lum?uﬁamﬂum‘”’mm
3.2 NANIATIRIATERA IMINIaN AUTBINETY (Drug substance) ﬁ'l."ﬁ’lumswﬁmm;’uﬁdmﬂuﬁ’aama
ﬁzwa@;jw5@1mua:;§w§mfmqﬁu
3.3 lunsdidunsifoueruiunnnit 2 9 ssdasfidnunnmwinonantsanen Long term stability @1ufifiu
wnsdnlunsdouenuuans LLa:"L@T%’iJmsaomw%'maaLanmsmmgﬁé']mwaw%ﬁ‘w
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1. B Temozolomide 100 mg capsule

2. amanyanaly
2.1 gduuy Lﬂumn,ﬁmmﬂéga FIUTUUsEN U
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3. AENUANIINAA

3.1 Finish product specification“)

1. YSunadrendegy m'aamumwﬁs:y‘lu Finished product specification
2. Identification av3eruATiszylu Finished product specification
3. Dissolution m’mﬁhumm“ﬁ'i:qlu Finished product specification
4. Uniformity of dosage units m'aamumu‘ﬁlizylu Finished product specification
5. Impurity / Related substance mntﬁum&!ﬁi:ylu Finished product specification

3.2 Drug substance specification : Temozolomide @

AANLANINAKA USP 38
1. U%mmﬁ'gmﬁwﬁ{y 98.0 - 102.0% of Temozolomide calculated on the as-is basis
2. Identification ATIINU
3. Residue on ignition NMT 0.1%
4. Heavy metals NMT 30 ppm
5. Organic impurities - 2-Azahypoxanthine : NMT 0.2%

- Temozolomide related compound A : NMT 0.5%

- Temozolomide acid : NMT 0.1%

- Dacabazine related compound A (free base) : NMT 0.1%
- Cyanotemozolomide (if present) : NMT 0.15%

- Any unspecified impurity : NMT 0.10%

- Total impurities : NMT 0.8%

6. Water determination NMT 0.4%
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