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1. Baen Cytarabine 2 gm injection
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2.1 gluuy WussazaelaUnennide snduia
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3. amdaiGnnana

3.1 Finish product specification“’

1. ﬁ%mm“amma“zy 95.0 - 105.0% of the L.A. of Cytarabine
2. Identification ATIWU
3. Acidity or alkalinity 7.0-95
4. Related substances - Any spot corresponding to uracil arabinoside : NMT 2.0%
- Any other secondary spot : NMT 0.5%
5. Sterility ATIWU
6. Bacterial endotoxins ATIU
7. Particulate matter ATIINU
- BRMATIIA > 10 pm 5 6,000 aymA
- aUMATWIA > 25 pm WiLfiu 600 aunA
8. Volume in container ATIINIU
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3.2 Drug substance specification : Cytarabine "

1. Banmdendny 99.0 - 100.5% of Cytarabine (Calculated on the dried substance)
2. Identification ATITHIU

3. Appearance of solution AIIINIH

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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ﬁ'lzlmi‘ﬁ 2 Everolimus 10 mg tablet
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1.887  Everolimus 10 mg tablet
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3. qmamﬁmomﬂﬁﬂ

3.1 Finish product speciﬁcationm’m

1. USinmeendagy maamummﬁs:q’m Finished product specification

2. Identification @\i’:ﬁlﬁhum’mﬁszﬂu Finished product specification

3. Dissolution m’a‘ﬂmumuﬁinﬂu Finished product specification
. =

4. Content uniformity mi’mmumumzq‘lu Finished product specification
. P

5. Impurity / Related substance Gli’zﬁm’mm&ms:‘lﬂu Finished product specification
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2 = The International Conference on Harmonisation of Technical Requirements for Registration

of Pharmaceuticals for Human use (ICH quideline), Impurities in New Drug Products Q3B
(R2) ; Current step4 version, 2006.
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i’lzlmiﬁ 3 Filgrastim 300 mcg injection
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1. Baen Filgrastim 300 mcg injection

2. amanianaly

2.1 jupy WussaemeUnenndels s dmsude

22 dwdsenay dsznaudaueinn Filgrastim 300 meg i 1 WM IUTUIIENAa
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3. amananIMaha

3.1 Finish product specification("

1. Identification dausaINanMIaTIBtetey 1 35 lu 5 55 laud
- CZE w38 IEF
- PAGE+Immunoblotting
- Peptide mapping/LC
- N-terminal sequence analysis
- HPLC
2. Potency 80 - 125% of the state potency
3. Sterility AT
4. Bacterial endotoxins NMT 2.5 Endotoxin units/mg
5. pH mwmumuﬁi:ﬂu Finished product specification
6. Extractable volume m@aﬂ’m@']&lﬁi:q‘[u Finished product specification
7. Particulate matter ATITU
- ayMAYIA 2 10 pm laitin 6,000 ayna
- auMAYWA > 25 pm Ll 600 ayme
8. Protein content @li’a'«uﬁhumuﬁi:ﬂu Finished product specification
9. Aggregate test m’mmumuﬁiquu Finished product specification
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3.2 Drug substance specification : Filgrastim Concentrated Solution”

1. Protein content

2. The estimated potency 80 - 125% of the state potency
(Minimum 1.0 x 10° IU/mg of protein)

3. ldentification ATIWIU

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 gel 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 U in the volume that contains 1.0 mg of protein
8. Related proteiné By Liquid chromatography

- Any impurity : For each impurity NMT 2.0%
- Total : NMT 3.5%

Wangneg 1. naifaanaiouidimaciu waive) mInmaseuSmsiromsla 1%"?1'%;&&@1\1Lanmmé'npu@i’and‘nﬁ'lﬁumg.al“f‘éw'f'w
2. Drug substance specification ﬁmxm’m’mlu%mﬂ:ﬁmmtg WA® drug substance ¥30lUTLATER drug substance 284
Huinenduiagy atulaadunils %aﬁmm‘:’aﬁmﬂ:ﬁmunnﬁﬁaﬁﬁmuﬂ
3. Nan’nm’m’ams’\:ﬁqmmwm uldenu Finished product specification uae Drug substance specification
doldranafoudodninnua penssumIsmauazen NINTHNSIIUGY n3digusuiAmanaiiavestn
w?ai’mqﬁu ’uaeg{muaﬁm'lajmomuﬁiﬁwmmm!s:mﬂ 1ﬁ%un"w;am‘iﬁwmﬂmznﬁumsﬂszmﬂﬂmm

4 4
Wonludu 9

[ @ A ' [ A A o et o -
dianaraaasduduminmmaianans wiauasasiisgaiusesanaslagdiishunn eandua

L]
t 4

A o
A9t
) Qo A’ o ot 4 o [} 9 ) a
1. hoensmmslasveugnatunadoudriusiedmihslulsmdlng ussdues (dectare) unsandn
o O & =) o O [y ' a
1.1 luddmsliunsdondiiuen mo.2 ne.3 no.4 ududnsdl)
4 A =
1.1.1 lunsdindueniudaludseinelng waneds ne.2
= d' o 2/ A . =
11.2 1unsm71Lﬂumu’um’uwanml,mmsq nyEdy o3
oA ° @ \ A
1.1.3 lunsdindusiudnanddseing ranefs ne.4

(Wiamiur fiman)

4 1[J
(%9%8) *jffl 990 3TN [k 12) IR NITUMY

(WHRINMIA T150079) (WIBMDRNA LE9F)

wiN2/5en1sn3 'qﬁﬁlezssz




1 2 ‘lummamuwm HUE Ne.1/8).1 maamma‘uaﬂm wsaamf_la*l,ay@m’mamsmummmmwmmwamnmm
mu‘n’uu’n"m g% (finished product specification) mean'muﬂﬂmnﬁwmanﬂnﬂu (drug substance specification)
ﬂim‘l’laUS~%110H15L1J&UW.L‘UGOLLﬂalﬂ.ll.W&lmil R BILUULANRITEULWININGN Elﬂ’li?.lE]LLﬂwL‘ﬂ (8.5) VNS
finished product specification waz/n3a Drug substance specification Ta gaun lonawiudszniadseniasian

a o

auinnsating uazlaiviu 2 9 o Fdsmedsenanandidnnsefing
2. 1laNEITUIDINAIFTINNITARAL
24 nadfgwaalwdsznalng HHiadasiilenassusesnaspwmndanmunsninariuas 35 msialy
NI PIC/S (Pharmaceutical Inspection Co-operation Scheme) Tasmiagau PIC/S participating authorities
w3e flanmsiusesnasgumsniacanunaninmeiuaz i sialumsniaswasinnuanenssns
DIMTUSZEN NIENTNEIBITUY dvmuadulasfinnuseansasussriaisutunaninueiuasdisnsmalu
mniaen PIC/S lununaenillauans atudrgaawsaunisasiasevlasinamssusesfioiudszme
srmaenmdidnnsafing
22 nasdfidugnsingroneretszma HHAedasllanmnTiusannaspumsniaenamaunsninmiuaz
ABmshalunIsnEa GMP PIC/S (Pharmaceutical Inspection Co-operation Science) laawtiagiu PIC/S
participating authorities #3a GMP clearance atusgamusauMIaTarey laednansiusasfieiulsenme
Yrzmenandidnnseiind wioangaseadn ududnsd
3. Lanmsqmmwmaamﬁtauaﬂm (Fwrnnanse) v
3.1 Namsmm‘?mﬂ:qumwwwﬁmﬁmﬁméﬁagﬂmao@wam (Certification of analysis of Finished product) 1
mjuﬁduﬂmﬁ a8
3.2 wamsasnianiamnwingauvasiendAny (Certification of analysis of Drug substance) ilglu
mwﬁﬂméuﬁﬁotﬁuﬁ‘sadwwﬁmmg{wﬁmmua:g&jwﬁmi’mqﬁu
33 mnmm%wzi’nﬁ'mﬁuﬂ'umwz%’uw“’uﬁ‘szm'mjumswﬁmaai’mqﬁwaoé‘amﬁnﬁiy (Drug substance)
49 3.2 ﬁujumswﬁmawﬁmﬁmﬁmﬁﬁﬁagﬂ (Finished product) T2 3.1
3.4 Nam3sfAn® Long term stability maﬂmamqmaamﬁ’i‘fmnﬁ auINU&NnNUAMENTINMIaMITLAZEN
NIENTHITIIURY
35 Lﬁmmmﬂum%ﬁmq 1‘vTua@\mé’ngwumsﬁnmmaﬂﬁﬁn‘luugmﬁ (Clinical trial) f41sz@NEMWATSNIN
uazrathalfssastnamatetislif lasumslunzifosuandinnue senssumsamisuazsuessznelng
lagusmsfnmndeslszinimmwmssnnlidasninenduuuy weldsumsaRuiinounslunsesnisuwnsa
\Hadald
(nydidunzdoudsueuusenass nlna ladnzdoueuuy NBC, NB w3a NBS  pnudy msuuumang i
msfAnsIMARin)

A A p
(89%2) ....... %‘{’TM ......... nIIUMs (BITB) ceveeeeereererereereeree e n33UNT

(WHENIMIA T INA) (WiamaNe L)

winfi3len1si3 qﬂﬁ B6/2562



4. Aa9tneen
4.1 iauama davsssladnsnnagnatey 3 wihuTsiael fadudunuusasmoanioaldasudan
mmm'muﬂ'lummaamauumm‘lﬂ"mmu
5. mydszinqumnenfidonay (naasendITMITUL W)
5.1 mﬁdwauﬁaoﬁmvlﬂm”l&iﬁaﬂn'ﬁﬁ 1 @ duaniusevay
5.2 mwmmﬁﬁwau e mommm’nmwmﬂlususaawamsmamLﬂi’lmmsuﬂmuau
5.3 mmwmmwmsmmsaumamomﬂawamwammamLﬂsﬁmﬂmmw WHTTNNTILYINIIRe
F09v0620819 I@]Umnmmaommeuanmm’]muﬂmmmwmsaamammsn sviuszidudsufiavey
m'l‘zmsmmmmaa‘lumsmammﬂmﬂmmw nmmwmwm'lmﬂu'lﬂmuﬂmanmmvmwm wieInTIe
maua‘nﬁ‘lmuwmsmmsmuaﬂmmmnmwm mrmLtav/ﬂsawwam‘lumma‘lﬂ
5.4 fanyaz maosmﬂaﬂummaﬂ'ﬂ,ﬂaummu mamam@msmammwmaﬂrms’lﬂ6] raufnualaslud
Wawly
5.5 uUnHIfiulazIasendaaluuuy Cold chain system ﬁ‘l@’i’mmsﬁmmwa”nmmfﬁ good storage practice
(GSP) unz good distribution practice (GDP) laguaastanasusznay
6. flauanan (fu1y) Susenlinidndygriewasurviue asih
6.1 NIBNANIFNATIVIATIENT T@ﬂnsmvlmmammmwnwsavﬁaoﬂgummsﬂ%mmﬁ’m ISO/IEC
17025 vlmﬂu'[ﬂmummmwuamwu@'luﬂs rmadszniaman

6.2 nsmwa@m i m’ﬁu@unnwﬂnmmmnnﬂ fasamalasdninnunnenssunsewnsuszen ugsoames
syandesansy

6.3 nsmwuﬂmmﬂmmwmnwamnmmwawmwamaﬂsyamwaummmﬂaa@mwawﬂ';zmvlmum
7. wmmwmwaamuanﬁ‘lmuwmsmwamnmmm‘nmlsumnnLszmLnUﬂuTﬂUmunmuﬂmvnssums
DIMITUALN MU TZZLIAN 1 ﬂnamuﬂszmﬁﬂsmmﬁmamnmauna

WU : §198991N

1= Lmeamsﬁ'mu@Qmﬁ'nvnwmwn: Uﬁﬂiﬁ&l‘i’lf@]q ﬁﬁﬁ’nu?msmsmmsmqm ns:mwmmsmqw
2 = British Pharmacopoeia 2013

(WHEMIUY ASnan)

(awa) ...... ‘—)K‘{ e L 2 NN nsINNIT (m%a) ~,f

(W39 Caetaebil "IH.U’]Q) (¥ Elﬂ'lqut&l’]ﬂ LU'I’J?I?)

win4semans 'qﬁﬁlezssz



o &
51 ﬂaztﬁﬂﬁqmﬁ'ﬂﬁmzmwwuuuﬁ’qmanmsmsaﬁ'ﬁan‘zsﬁ'mﬁm

182l B 6 / 2562
i’mn‘lsﬁ 4 Methotrexate 5,000 mg injection

m1uﬂszn1ﬂ5’on5’mquas‘1ﬁs1ﬁ 2 1d.A, 2567

1.3a81  Methotrexate 5,000 mg injection
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Wussazaodnminits dwivde
Usznaueas Methotrexate 5000 mg lugsazanaUSunes 50 mL
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3. pudnsamamana?

3.1 Finish product spec:ﬂcatlon“”z’

 Testitem ’ USP 38 : S PP A0S o e

1. ﬂ%mmmmmmy 90.0 - 110.0% of the L.A. of Methotrexate 95.0 - 110.0% of the L.A. of Methotrexate

2. ldentification AIIIHU AT

3. Bacterial endotoxins NMT 0.4 USP Endotoxin U/mg ATITHIU

4. pH 7.0-9.0 7.0-9.0

5. Sterility ATIINIUAY General requirement VoINFT | ATI9HU

@3UEWIY Finished product Juuuy
Injections

6. Volume in container ATITNH AT

7. Particulate matter ATIIH ATITIN

- W9 2 10 pm lsiAn

6,000/container

-uue = 25 pm LahAn

600/container

8. Related substances - - 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%
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(WNEIYY ASnan)
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(89%a) \j’fl ..... “Tnc@ ........ NIINMS (CRE ) NITUANS
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3. 2 Drug substance specification : Methotrexate"”‘z’

Testitem e : e :
1 ﬂﬁmmmmmmy 98.0 ~ 102.0% of Methotrexate | | 97.0 C i02.0% of Methotrexéte
(Calculated on the anhydrous basis) (Calculated on the anhydrous basis)
2. |dentification ATIHU AT
3. Water NMT 12.0% NMT 13.0%
4. Residue on ignition NMT 0.1% -
5. Enantiomeric purity NMT 3.0% By Liquid chromatography
- Impurity F : NMT 3.0%
6. Heavy metals NMT 20 ppm NMT 50 ppm
7. Sulfated ash - NMT 0.1%
8. chromatographic purity / | - MTX related compound B : NMT 0.3% By liquid chromatography
Related compound - MTX related compound C : NMT 0.5% - Impurity C : NMT 0.5%
- MTX related compound E free acid : NMT 0.3% - Impurities B,E : for each impurity, NMT 0.3%
- MTX dimethylamide and MTX related compound | | - Impurities H,l : for each impurity, NMT 0.2%
:NMT 0.2% - Unspecified impurities : For each
- MTX dimethylamide and MTX related compound impurity NMT 0.05%
H:NMT 0.2% - Sum of impurities other than B,C and E
- Any unspecified impurity : NMT 0.1% : NMT 0.5%
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i‘mmsﬁ 5 Regorafenib 40 mg tablet

aalszmadoninguanzs i 7 1 A 7567

1. Baen Regorafenib 40 mg tablet

2. amasianaly
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22 sdwnay  Usznaudaseann Regorafenib 40 mg lu 1 1da
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