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1. %am Bortezomib 3.5 mg for injection

2. amansianialyl

2.1 pluvy Whiseenunaanids dmiude

2.2 gwisznay  Usznaudie Bortezomib 3.5 mg lu 1 nmumﬁu:msag
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3. AENUANWINARA

3.1 Finish product specification'"”

1. YTunmaredeny mmmumuﬁszﬁlu Finished product specification
2. |dentification m’;’%&i’mm’m*ﬁizﬂu Finished product specification
3. pH m’ai]chumuﬁsquu Finished product specification
4. Sterility test ATIWU
5. Particulate matter AT

- auMATWIA > 10 pm Laitfin 6,000 aunma
- 8MALWIA > 25 pm Lilfiu 600 auna

6. Bacterial endotoxins m’mmumu‘ﬁ'iquu Finished product speciﬁc;ation
7. Water content mwmumuﬁsz‘iﬂu Finished product specification
8. Content uniformity ATIWIN
9. Clarity of solution ATIU
10. Impurity / Related substance mwmum&l‘ﬁislﬂu Finished product specification
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1 = General requirement Ya3LN&YFITUSNI Finished product 3UUUVEN 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, 20086,
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57811350 2 Deferasirox 250 mg Dispersible Tablet
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1.%881  Deferasirox 250 mg Dispersible Tablet
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3. AMANUANIIINANA

3.1 Finish product specification™?
1. UFanmerendany mmchumuﬁs:q’lu Finished product specification
2. Identification G\iii}&iﬁu@ﬁuﬁi:qlu Finished product specification
3. Disintegration time mw&humuﬁszq‘tu Finished product specification
4. Dissolution mi’mﬁhumuﬁiquu Finished product specification

5. Weight variation %38 Uniformity mi’mmumuﬁi:q‘lu Finished product specification
of mass (weight)

6. Impurity / Related substance mmmumuﬁszq‘lu Finished product specification
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1 = General requirement UaILN§YEITUFIMTU Finished product 3UuuY 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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51811311 3 Doxorubicin HCI 2 mg/mL Injection, 25 mL
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1.9871  Doxorubicin HCI 2 mg/mL Injection, 25 mL

2. amantianalyl
2.1 3wy
2.2 gmdsznay
2.3 MAULUSTY
24 a’n

WussazansUnannds dmiuie
Usznauaas Doxorubicin HCI 2 mg/mL U331@3 25 mL 14 1 Vial
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3.1 Finish product specification

(1).(2)

AmANlANIInaka

USP 38 BP 2013

1. YRnmarsdngy

90.0 - 115.0% of the L.A. of Doxorubicin HCl | 95.0 - 110.0% of the L.A. of Doxorubicin HCI

2. Identification ATIN ATIIN

3. Sterility AT ATIININ

4. Bacterial endotoxins NMT 2.2 USP Endotoxin U/mg of NMT 4.4 1U of Endotoxin/mL
Doxorubicin HCI (solution 2 mg/ml)

5. pH 25-45 25-35

6. Volume in container AT ATINIH

7. Related substances

- - the area of any peak corresponding

: NMT 3%

- the area of any other secondary peak
: NMT 0.5%
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Finish product specification'"” (Gii))

Amantanunaia USP 38 BP 2013

|
8. Particulate matter AT AT ‘

- 2UMATYUIR 2 10 um
1sitfin 6,000 2%

- ?J‘H;ﬂ'lﬂﬂlu"l(ﬂ 2 25 um

sitfin 600 aume

3.2 Drug substance specification : Doxorubicin HC1 "™

Andanianianaia USP 38 BP 2013
1. PRy 98.0 - 102.0% of Doxorubicin HCI 98.0 - 102.0% of Doxorubicin HC
(anhydrous substance) (anhydrous substance)
2. Identification ATINU AT
3. pH 40-55 40-55
4. Crystallinity ATIH -
5. Related substances The total of any impurities : NMT 2.0% - Any Impurity : NMT 0.5%
6. Limit of solvent residues - Acetone : NMT 0.5% - Ethanol : NMT 1.0%
(as acetone and alcohol) - Total of acetone and alcohol : NMT 2.5%
7. Water NMT 4.0% NMT 4.0%
8. Bacterial endotoxins - NMT 2.2 [U/mg
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51801130 4 Filgrastim 300 mcg injection
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1. #o8n Filgrastim 300 mcg injection
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1. Identification dasusasnanmsaTaadiias 1 35 1u 5 35 leun
- CZE %38 IEF
- PAGE+Immunoblotting
- Peptide mapping/LC
- N-terminal sequence analysis
- HPLC
2. Potency 80 - 125% of the state potency
3. Sterility AN
4. Bacterial endotoxins NMT 2.5 Endotoxin units/mg
5. pH mi’mmum’mﬁixiﬂu Finished product specification
6. Extractable volume @Sﬁ%&iﬂumﬁuﬁi:qlu Finished product specification
7. Particulate matter ATINIU
- auMAIWIA > 10 pm Liifiu 6,000 aume
- auMATUIA > 25 pm Liifin 600 Byma
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3.2 Drug substance specification : Filgrastim Concentrated Solution®®

AmdNIANIINaia BP 2013
1. Protein content Minimum 0.9 mg of protein/mL
2. The estimated potency 80 - 125% of the state potency

(Minimum 1.0 x 10° IU/mg of protein)

3. Identification ATIMU

4. Impurities with molecular masses higher | By Size-exclusion chromatography

than that of filgrastim -Total of the peaks with retention times less than that of the
principal peaks : NMT 2.0%

5. Impurities with molecular masses By Polyacrylamide ge! electrophoresis

differing from that of filgrastim - Impurities with molecular masses lower or higher than that of
filgrastim : NMT 2.0%

6. Impurities with charges differing from that By Isoelectric focusing

of filgrastim - Any impurity : NMT 10%
7. Bacterial endotoxins Less than 2 IU in the volume that contains 1.0 mg of protein
8. Related proteins By Liguid chromatography

- Any impurity : For each impurity NMT 2.0%
- Total : NMT 3.5%
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5180190 5 Lapatinib 250 mg tablet
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1. Basn Lapatinib 250 mg tablet

2. amaaiana b

2.1 gluny Wuedle s mwiusudenmu

2.2 #utsznay sznaudlueann Lapatinib 250 mg

2.3 MTULUIN ussluunaen Jasiin vaatunmudu

2.4 a8 - s:a_ql%iam SIULIENaUAINFIAYUAZAINLT TUKES i’uﬁvumq wafinaa wmzdiou

@15 wazdsmaiusnenen 139 tiwfmwuumsﬁgﬁmﬁﬁ
' @ o A 4 o
- UULHIEN am\maumaai:q’ﬁamﬂ%a%amamsm FIUUTENOLLAIWINANNLIITEIEN
LATNNES fuﬁumqvﬁﬁ'@wu

3. AMANLANIIINARA

3.1 Finish product specification™”
1. ﬂ?u'lm@hmﬁ’lﬁm maﬁ]mum&lﬁsquu Finished product specification
2. ldentification test m’aﬁ]mum’mﬁlszglu Finished product specification
3. Uniformity of dosage units m’qﬁ]ﬁi’m@’l&lﬁizlﬂu Finished product specification
4. Dissolution mwmumuﬁ'izﬂu Finished product specification
5. Impurity / Related substance m’sﬁwhumwﬁiquu Finished product specification

winoimg nadiausniamanaiiavaswiedagdy luddddlwndrdiue IwdeBanamyieeziana Drug specification

A aewWae (o B
wumﬂ'lm@m:Lﬁmmamunmuﬂcw:nswmsmmma‘:m NRNATHRITIIUTY

4 4
wanlydw
o [l E et A’ -1 o s A o ] o [} “@
1. Sunmweneenminslasuaugnatunzioudsue i admrnelulsinalng uasdues (deciare) URAINR®
o o & - o O % | a
1.1 Tugagmsiunzifoudsusn (mo.2 ne.3 N4 USIUENIH)
1.1.1 lunsdinduenfinfeludszinalne naneds ne.2
A A o w A ' 2
1.1.2 lunsdifiduenihidiNansudussy wineds no.3
1.1.3 lunsdindusniihdhanaedseina nanois ne.4
o J I Ad‘ 2/ = a9 a s
12 ludmedunaiouen ne.1/w.1 vasenfliauemim wiaunoazduanitonsniuguaunWIaINaa
d ¥ <t . . . e o o = B .
anunYunziew (finished product specification) URETBNIALAR WNIWLBIIANAL (drug substance specification)
nsrﬁﬁag‘ls:wmmsl,ﬂﬁﬂuLLﬂaaLtrﬂmﬁm&u A FDIUUVLANFITENWINIWE M TVBUT b (8.5) IWiaY
finished product specification Uaz/#38 Drug substance specification lagvaun lunawiudszniamlizniasian
fudnnsafing wacliiAn 2 D o udszmedsznmenandidannsefing

CRET:) [ sa o UsemuamenssumMs
— (WogIeng Fiaausi)
L -
GEE12) W overn nNIINMS (89%a) \ﬂﬁﬁlﬂb ........ ATINNNT
(WHETTUIRN Navsas) (WNE1NIA TIHNG)

wiilmensiisyaiiB2s2560



2. 19NFAITUIDINIATFINNIINAGREN
21 nsdngnuanludsanalng sjwﬁﬂﬁaaﬁLanmﬁusaammg’mmiwﬁmm@rmﬂé'm.nmfn‘u.a:?zﬁn’lsﬁﬁlu
MINaAL PIC/S (Pharmaceutical Inspection Co-operation Scheme) lauwieanu PIC/S participating authorities
%30 ﬁLanmﬁ‘usaommg'mmswﬁmmmwa"nmmwi‘uaﬁ%msﬁﬁlumwﬁmmmaaﬁ'lﬁfnmuﬂm:nsmms
2IMIUATE NITNTWITITUFY Farwuatulasdanusaaasasuasiafisununsninmdfuas3Emsiieiu
mInaaen PIC/S Tunuiepfilananne aﬁushq@mmaummsmamﬂ@Uﬁwams%'maaﬁﬁuﬂs:mﬂ
dszmenandiannsefing
2.2 nsdifidiugningrenaeysama frdadesdienmsiisesmnaspumskiamemsmaninasiuaz
ﬁmi"ﬁ'ﬁluﬂ’]wﬁﬂﬂ’l GMP w38 GMP/PICs (Pharmaceutical Inspection Co-operation Science) lagminganu
PIC/S participating authorities a1iUa"g® ausauMIaTIReulasdnamstusasdeiundszmedsznianen
ailinnselind wIeo1gaaaalw usudnath
3. Lanmsqmmwmaamﬁtauaﬁm (Fuwimnane)
3.1 wananRienzigumMwNRaA & 5931vean (Certification of analysis of Finished product)
luﬂws;uﬁdaLﬂué'uaziwa
3.2 HAMIATITIATIERAMAIWIAnAUBBIGINERTY (Certification of analysis of Drug substance) Al
mswﬁmméuﬁﬁ«ﬁué’aarhw%maa;}l”wﬁ@mLLa:;‘JI”N‘é‘WS’@\qau

Qs

3.3 lanasnTanangmiutuanuiiiusszniniumniavasiagiuaasdietdidg (Drug substance)
o 3.2 fuunMINEaveINRai MeiN&TgY (Finished product) T 3.1
3.4 lunsditunzdouenunannnii 2 1 sdasddunnwenonansénen Long term stability anafiéin
wadnlunzdougnunuaas wazldsunmsssmnuiusesanasnngisiuarasnsm
3.5 lunsdidunzidousnantesnin 2 9 asdasddunnwanonansaneNMUnITTaIEN AT WRLLEY
Tunzidouewuaas wazldiumsassnususasenasngismnavasivn
4. @789
4.1 diauasen dasssdanenatnian 1 wipusse Fadusunuusasnoanioaldasudm
muﬁﬁmuﬂ‘luﬁ’aﬁaqmauﬁ‘ﬁﬁ;ﬂﬂﬁwaﬁu
5. msﬂszﬁ'uqmmwmﬁdauau (usdadtond1IN1IIVYsENW)
5.1 mﬁdwauﬁaaﬁmq‘lﬁ@“hiﬁaﬂnﬁw 1 9 Wuanniusinay
52 mnmmﬁdwau a:ﬁaadaa’ﬁmewﬁ'\Ulu%’usaawamsmaﬁmﬁ:ﬁméuﬁdwau
53 ns:ﬁﬁﬂmﬂﬁmn'ﬁﬁwn'mjm?‘:azmmﬁdauamﬁadamaﬁmﬁ:ﬁqmmw AULNBNIATINRIIFD
Jasvaaiang TmU@ﬁnm:éfaaafamw’ﬁuﬁnmm‘hmuﬁ%mm'mmsmmm’?mﬂ:ﬁuauﬂuﬁuﬁmﬁau
fi'fl'ﬁahﬂﬁL'r’{mﬂj"aﬂumsmaaﬁl,ﬂﬂ:ﬁqmmw nsrﬁﬁwmﬁm"[ahﬂu"[ﬂmuqmé’nmm:mm: AILTITNTV
FUINE LIS URN TN ERE TN ENaINENI VDY ;‘Jl”muuazlﬁapjwﬁmluﬂ%@iavlﬂ

5.4 fansazdasiuilisunidenindnunniy wiadaiamadesanwdiotsznila g dawimualas il

A
Gauly
(89%59) e O, U IunmenIsums
a n" Qs n.‘ s
— (WILFIFNA SITAUST)
' /A s % /
(@9%8) ...... d ...................... nIINMT (89%8) ........: S ... "»Lw'e ..... nIsUMI
(WIRTITWIRT NadTad) (WHRTIMIR m'qma)

wifiziuniiSyaiB28/2560



6. HtAWD31IA" (Fuw) tunanlinidndygriewasuivwe doi ;
) ) . A § a & \ e .
6.1 nsmuamsqumammemmua'mnsmﬂmmammmwnﬂuLﬁu'lﬂmummﬂuman’mu@
A a e a & a & A W 0 @ I .
6.2 NTOMNRAN U nsialignEuniAuauTINg aamm@ﬂﬂUmum'mﬂwnﬁumimmma#m lugranamas
. & ‘
qWNITTa Y ;
= byt a LY &l ' ' s o [ ] 1' oM aa
6.3 nimwuﬂzqummwmnwaﬂnWn‘na'mmwamaﬂszaﬂﬁwaua:m’mﬂaa@nmarjﬂaﬂﬂ"lmum
7. vni’.:mwmwaanuﬁﬂﬁvhﬁuﬁmsmﬂw§@lﬁmsﬁmﬁﬁﬂszﬁgnL%'Untﬁuﬁuiﬂ:Jz%'\ﬁ'nmuﬂm:nssums

FINITLLRE m‘lmz gziaan 1 9A aui‘uﬂszmﬂﬂizmmwm §L5nmaﬁn§

NANEING : 8798990

1 = General requirement YaILN§¥ETUR T Finished product gi_ILL‘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.

(aa"ff"a) ....................... ‘W“J ....................... Usemuanenssung
e A“ s A( =
(WBgIANG  FIeuzi)

—
/) |
A
(89%8) oo "'SV-/ ................ NTINNTT (89%9) ... ’7’)\74 .......... NITNNT
LN = 4
(WIENIUIRT NDITEN) (WHEMNISA TIUIA)

w3 mﬁ&qni’; B28/2560



1 4
i’lEla:laﬂ@lﬁqmaﬂEﬂttlﬁW’l:ll%Uﬁ'\Elli)ﬂ‘d'l‘iﬂ'l‘iilﬂ%ﬂL‘]‘Iiﬂﬂla"ﬁil"l
YN B28 /2560
3187190 6 Lenalidomide 25 mg capsule

muﬂszmﬁé’mi’mqna‘nﬁmﬁ

1. Basn Lenalidomide 25 mg capsule

2. amaaianaly
2.1 3tluuy Wusndeuadys dmiviudenm
2.2 §wlsznay  Usznaualp@sn Lenalidomide 25 mg i 1 1dla
23 mruzusny  usnalumauzdesdin Vaaruanudwle
2.4 287N - s:q%am FUIENaUAINEATYUALAMIULTS TUNE® i‘uﬁvumq \URNER s
U waeibmaAuIhwIen "I,'J"azi'm'ﬁ'mﬁmuuusnﬁmﬁ

- ULIEN azh\‘nlaU@Taa's:q%amﬁ?a%amamsﬁw FulsTnauLasTUINAATINLSIVEIEN
LAUNNR® fuﬁumq"l:i’fmw

3. AMENLUANINARA

3.1 Finish product specification'"”

1. USunmenendagy maamumu‘ﬁ'ﬁ:qlu Finished product specification
2. ldentification m’amhumuﬁth Finished product specification
3. Dissolution ﬂi’;ﬁl&humuﬁi:qh Finished product specification
4. Uniformity of dosage units mmmumuﬁ'szﬂu Finished product specification
5. Impurity / Related substance m’m&humuﬁszqh Finished product specification

winEmg nitigusuiinanaiinvassmiadagiy lufidreddlwndodniuen Whedswamsianeiaiw Drug specification
AusEnidaansifoudadiinanuasenisunmsamsuazen NIENTHBIUFY

Ganludn 9
1.a‘hmewmzJLanmimi‘lﬂ”ﬁ"uag:y'mm!umLﬁUuéiﬁ'umtﬁaa’imﬂwzﬂuﬂizmﬂlm LRzF LAY (declare)
UNEAINAG
1.1 ‘Luﬁﬁﬁ'n;msifuﬂnﬁﬂu@'iﬁum (N8.2 N18.3 N84 LIUGANTIR)
1.1.1 luns@ndusnfindalutsznelng mansds ne.2)
1.1.2 ‘Lumrﬁﬁl,ﬁumﬁ'nﬁﬁLﬂ‘ammﬂauﬁ’g (Baned Ne.3)
1.1.3 luns@ndugnmindhannednsdszsing mansdls ne.4)

........................................................... UYTepuamenIsums

(GRE12) s N NIIUM3I G L) AT o1 e, NITUMT

(WHNE1IUIEN NaITad) (WWENMINIH TIULE)

q

w1 /s1ensiieyail B28/2560



1.2 'Lum’ua’uuwmwm NY.1/8.1 Ba9eTEuaTIan wmmwa.mmmmamsmuauﬂmnmmawamnmm
mu‘n’uummﬂu (finished product specification) LLawﬂJaﬂ’muﬂﬂmmW’ﬂm’mn@U (drug substapce specification)
nmmammawmm]auuuﬂaoun“lmmumu rfBIusLLaNFIFIWIMWEN BN ITautlY (8.5) uIwsa
finished product specification Waz/%3a Drug substance specification IﬂmlaLLfﬂ’ﬂﬂau’auﬂi:n‘lﬂﬂi:ﬂ’mﬁm
aldnnialing uazlaiifin 2 9 o Suvszmadssmasnadidnnsaing
2. 18NAITUTDINATFIUNIHARLA

21 nadifigwaaTudsanalneg HHAadasiianmITusesnaswnINAatIma N eI sl
MINaaEN PIC/S (Pharmaceutical Inspection Co-operation Scheme) Taswiaeaw PIC/S participating authorities
$30 HenE TN T U TN AR RN a3 BN TR A NN TR LD I N RO TSN TN
2IMIURTLT NINIWIFITIIUR Gﬁﬁaﬁwu@’ﬁfu‘[@Uﬁmwaa@ﬂﬁama:ﬁﬂLﬁyuﬁ‘uv\é’mnmm’uazf‘;'ﬁ‘msﬁﬁlu
nInAapT PIC/S lunaiasrfiiausune avudgaeuseunaiasaulasinamssusasfisiulsznne
Urmenandidnnsaiing

2.2 nydifuiiueningroinaeyszmna HHAAGDINLaNATILTaINASTIUM INAAENENRE LN IT AL
ﬁﬁnﬁiﬁﬁ‘lumwﬁ@lm GMP %32 GMP/PICs (Pharmaceutical Inspection Co-operation Science) Taeminsanu
PIC/S participating authorities a1iuaga ausaumsasiagevlasdinamssusasdistulsenmlszmenen
auinnsafing wiaanganandn usaudnsd

3. Lanmsqmn'\wmaomﬁmuaﬂm (Fwwinnane)

3.1 Nammﬂﬁmﬂ:vf@gmmwwﬁmﬁ'm*ﬁmﬁw?agﬂmaogwﬁm (Certification of analysis of Finished product) 11
ﬂ']i;uﬁz«iuﬂuéﬁarha

32 Namsma'«ﬁmﬁ:ﬁqmmwﬁ'@lqﬁwawﬁmﬁnﬁ%y (Certification of analysis of Drug substance) 711715
mswﬁwm;’uﬁﬁuﬂuﬁ'ﬁazi'mﬁgwaa;jwﬁmmua:p\i"uﬁmi‘mqﬁu

a

3.3 Lanmm’%‘avsé’ngmﬁuﬂ”ummz?uw"uﬁszmws;ummEwuaﬁmqﬁumaqﬁamﬁwmy (Drug substance)
79 3.2 ﬁujummﬁmamﬁ@ﬁmﬁmﬁ']Sagﬁ (Finished product) 98 3.1
3.4 lunsdidunzdoueanunnnd 2 9 acdesfiduwnmuenonanisdnen Long term stability a s
isdnlunzioueanuaes LLa:'L@T{ummamﬁmamnmimngﬁéwmwam?ﬁ'n
3.5 lunsditunsidoueumiasndt 2 9 AADITHUUNNIWTNIRANTAN BN NNAIR VDI
dndulunadonemnuae LLa:"I,eﬁ’umsamm%'maaLanmsmngﬁéﬂmwaoﬁﬁn
4. @089

(v Vo ' ' v ¢ a 4 o a Y 'Y
4.1 Fdl,auaiqﬂ') ADIRINIDLIENDENIUBY 1 “u'ﬂﬂﬂii?nm‘ﬁ‘ﬁ@Lﬂuﬂ?LLﬂuLLa@ﬂi’]Ua:laUﬂi@]ﬂsun?u

muﬁﬁwm‘luﬁ‘ﬁaqmauu"‘é‘\ﬁ‘ﬂﬂ%aﬁu

[CRRT) f"‘—‘ ........................ sz untkenssung
(WBFIFnG ainduct)

(8378) nITung (A379) ... L By e nysuNs

(WEIWITN Na37a3) (WHEINE Irmma)

Mﬁ?’\ﬁZlﬁumsﬁe'Igﬁﬁ B28/2560



5. msﬂs:ﬁ'uqmmwmﬁaiwau (wdastanaIn135ulIznng
5.1 mﬁdwauﬁaaﬁa’ml’ﬁ”lﬂﬂlajﬁaﬂn'h 1 1 duaniusevay
5.2 m‘nmm‘nmuau wmaqmmtmmwmnlususaawamsmammemmimmuau
5.3 nmm%mUswmsmmsaumamom‘nmuamwammﬂmmswmﬂmmw WUILTITMITIETNAIIFe
Fo3U8M8E14 IﬂUmnmmaaaamt.wuanmmnmummuwnmsm@mmmsmmm%ﬁumuwmau
mlmwmnmmaqlumwnmmswmﬂmmw nsmnwm’lm‘luLﬂu'lﬂmuﬂmanwmwmwv PUIWTTM TV
mmaﬂﬁﬁlmuwmsmmﬂauaswmmmnma‘uao mnmmd%sawwamlumma‘lﬂ

5.4 mnm]maasmﬂauuml,uam'lnaummﬂ wialafansdeusnmaanUsznsle g nawimualaslsis
auly
6. lanasidaunludu g

6.1 winsiaues Wil denduuyy (original drugs) da3initsFaURAININATAL Bioequivalence fiLawua
WisusunUenduwuL T@ﬂ?ﬁmsﬁnmﬁmLﬁu‘lﬂmwﬁ’nLnmm‘ua:u,mﬂﬁu“éﬂumsﬁnm‘z’naajgamaam
AT TRIFINNIIUA D NITUNNTB M TUAZEN neznynmmsmgy’” lunsddunzdoudr$uenauuuuen
saiyln (Idtaanaidousn NG) sInEnIIUMsLULNEINMsAnFIauyava
7. dlawaaan (Hne) dusanianidndyginewasuimue doi
7.1 ns:’fmamsz;'mm'aa’imﬂzﬁmﬁmnmu"’mmmam‘mmwwthiLﬂuvl,ﬂmummgmiaﬁmuﬂ
72 nsﬁwﬁﬂﬁm‘rfmmﬁﬂﬁgm‘%‘unl,ﬁuﬁumnﬁmm’miﬂUﬁ’]ﬁm’]uﬂmxnﬁumsmmma:m Tugaananues

a

&
NIYUI TN
7.3 nsmwuﬂmmammwmnwamnmmnEm]aowamﬂs*aﬂﬁwal,m”ﬂ'nuﬂaa@mmwﬂw‘nvlmum
8. wmmwms"uam’;uaﬂﬁqlusuwmsm’mamnm‘nm‘nuﬂﬁvmnﬂLsﬂanﬂuT,ﬂUmummﬂmmswms

EJ'I%’ISLLGWU'{L‘LLS«UUL’J a1 1 Id amuﬂs:mﬂﬂam@ﬁmamnmauna

RaNBIAG : 81989370

1 = General requirement VaILN&¥A1TUEIMIL Finished product JUuuy Tablets, Capsules

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 = ASEAN Guidelines for the Conduct of Bioavailability and Bioequivalence Studies LLa:@;ﬁa
msﬁnm%mszﬁ‘nﬁwaLLa:’“maugamawamﬁ’mfﬁm NBINLANYT HUNNUAMENIINNTG
BIAIUBZEN NTENTNIBITUGY

1) N O UszFIUAtENIINNT

——
4 (’;Q/___; ! %‘1 /
(AIT8) e EE T NIIUMIT GRT1) B LT off - 2 S nITNNT
(WHEIUIT NadTeld) (W9RMINIA TIUUIR)

wﬁ1ﬁ3lﬂumiﬁ61;ﬁﬁ B28/2560



51 ﬂaztﬁmqmé’nvmzmmztmuﬁ"\manmsnwﬁ'a%armﬁ'wﬁm
LaanN B28 /2560

5787151 7 Methotrexate 2.5 mg Tablet
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1.%08n  Methotrexate 2.5 mg Tablet

2. ananianaly

2.1 3tuuy Wuede &wsusudsenmu

22 gwlszney  Usznausiudann Methotrexate 2.5 mg Tu 1 1@

23 Mrususy Uty uussagiifisanand wie blister pack LLa:USi'«gﬁ'meVTﬂaoﬁ'uum
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Namsm’nﬁmﬁzﬁqmn’l‘WLﬁuvhJ@mJ Finished product specification W&z Drug substance specification
AdresennunardnTuatudonu d9ldaenzidsudefminuanEnITINIEMITURZET NIENTWENTITHY
dinsriniuflssedadaaduaiuifisurinmielnininanasgundadriuladgiunils eudszme
NIENTHNTITUFY 504 FLYEITIEN N.4.2556 AT 11 BN W.A.2556 (aaﬂizmﬂlmwﬁamgmnmfwﬁ'
10 dqwiein 2556) nsrﬁvl,sjLﬁm_lLﬁﬂlv\"ifuﬁ'uqaUﬁﬁwamm:nssumsﬂs:mm’m'lm

3.1 Finish product specification

Amantianwinaka USP 38 BP 2013
1. YRanmenndagy 90.0 - 110.0% of the L.A. of Methotrexate | 95.0 - 105.0% of the L.A. of Methotrexate
2. Identification ATV ATIIN N
3. Dissolution waesnIazasitasnin 75%(Q) of the | uaasnsazanelaiasndn 70%(Q)
L.A. of Methotrexate 1wl 45 w1l of the L.A. of Methotrexate wamn 45 wafl
4, Disintegration time - Maximum time 30 i
5. Uniformity of dosage units ATIIN ATIVNY
6. Related substances - By liquid chromatography
- impurity C : NMT 3%
- impurity B : NMT 0.3%
- impurity E : NMT 0.3%
- The area of any other secondary peak
: NMT 0.2%
- The sum of the areas of any other
secondary peaks : NMT 1%
(a:ﬁj‘a) ....................... e ~‘_J ........................ YsrmuamenIsums
— (muqiﬁnﬁ‘ FiRaus)
o o s g
(RITB) oo T NITNMI (@9T8) oo SN2 nITNMI

(mamﬁ’u%m 7194784) (u’mm’amsﬁ TIYLR)
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3.2 Drug substance specification : Methotrexate

(1).(2)

AmdIaNIIINARA

USP 38

BP 2013

1. USanadandng

98.0 — 102.0% of Methotrexate

(Calculated on the anhydrous basis)

97.0 — 102.0% of Methotrexate
(Calculated on the anhydroys basis)

2. Identification ATITHH ATV
3. Water NMT 12.0% NMT 13.0%
4. Residue on ignition NMT 0.1% -

5. chromatographic purity /

Related compound

- MTX related compound B : NMT 0.3%

- MTX related compound C : NMT 0.5%

- MTX related compound E free acid : NMT 0.3%

- MTX dimethylamide and MTX related compound |
1 NMT 0.2%

- MTX dimethylamide and MTX related compound
H :NMT 0.2%

- Any unspecified impurity : NMT 0.1%

By liquid chromatography

- Impurity C : NMT 0.5%

- impurities B,E : for each impurity, NMT 0.3%
- Impurities H,! : for each impurity, NMT 0.2%
- Unspecified impurities : For each impurity,
NMT 0.05%

- Sum of impurities other than B,C and E

: NMT 0.5%

6. Enantiomeric purity NMT 3.0% - Impurity F : NMT 3.0%
7. Heavy metals NMT 20 ppm NMT 50 ppm
8. Sulfated ash - NMT 0.1%
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1. Bamn Zoledronic acid 4 mg/100 mL injection
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2. |dentification @iwmu@’mﬁszq‘lu Finished product specification
3. pH m’sﬁlmumuﬁ?:q‘lu Finished product specification
4. Sterility ATIINH
5. Bacterial endotoxins mmmumu‘ﬁ's:q‘lu Finished product specification
6. Particulate matter A3

- W@ > 10 pm LA 6,000/container

-9 2 25 ym MilAu 600/container

7. Volume in container ATIN

8. Related substance / Impurity ﬂswmumwﬁizqh Finished product specification
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