Qv Qo J Qs
5'1ﬂaztﬁﬂﬂqmanvmzmwwuuuﬁwLanmsmiamm n?mmfﬁm
18291 B 16 /2563

T18n1Th 1 Cytarabine 2 gm injection

muﬂsxn’lﬁﬁ'\aﬁi’ﬂqumwmﬁ

1. Bam Cytarabine 2 gm injection
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3. AMENLAMIINAKA

3.1 Finish product specification'”

Testltem . BP 2013
1. USnaasdag 95.0 - 105.0% of the L.A. of Cytarabine
2. Identification ATV
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 AT
6. Bacterial endotoxins ATIINU
7. Particulate matter ATIVNIU
- BMATIIA > 10 pm Witfin 6,000 ayme
- BYMATWIA > 25 pm Lxiifin 600 aume
8. Volume in container ATITHIU
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3.2 Drug substance specification : Cytarabinem

, Test tem -
1. USumueendnaty 99.0 - 100.5% of Cytarabine (Calculated on the dried substance)
2. Identification a379HU
3. Appearance of solution AN
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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NIN3aw finished product specification Uaz/%3e Drug substance specification lapvaunlurewiudsznmea
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2.2 nydifufiweningroindlsana Auiadasdianasiusesnaspumniagnenunaninmsiuas
AFmsfialumInEaL GMP PIC/S (Pharmaceutical Inspection Co-operation Science) lagniiagnu PIC/S
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5781157 2 Everolimus 10 mg tablet
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1. Bamn Everolimus 10 mg tablet

2. ansdaninnaly

2.1 yuluny Wuside dnsusudsenu

22 suwdsznay  Usznaudieaann Everolimus 10 mg 1u 1 1@
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3. amANAMIINAKA

3.1 Finish product speciﬁcation“”(z’
1. Sinmdrerdagy @399 UAN7ATZYLY Finished product specification
2. Identification mwmumuﬁimlu Finished product specification
3. Dissolution 773 mum&lﬁizq‘lu Finished product specification
4. Content uniformity 6973 Nﬁumﬁuﬁi:qlu Finished product specification
5. Impurity / Related substance §373 Bi’m@l’mﬁi:qlu Finished product specification
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T8mMsn 3 Filgrastim 300 mcg injection
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1. Bawn Filgrastim 300 mcg injection

2. ansasniana

2.1 3upy Dumsazaounenndels Wia smsude

22 @mdsznay  Usznaualueaen Filgrastim 300 meg 1w 1 wihsmruzusenda

2.3 MTULUIN msq‘lum'ﬁu:ussa;mﬁw%amaﬂmsqmwﬁauﬁﬂ Unannide”
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3. AMANLAMSINAKA

3.1 Finish product specification("

1. Identification FaIuRAINANIINTI9atNes 1 55 Tu 5 55 loun
- CZE w38 IEF
- PAGE+Immunoblotting
- Peptide mapping/LC
- N-terminal sequence analysis
- HPLC
2. Potency 80 - 125% of the state potency
3. Sterility AIHU
4. Bacterial endotoxins NMT 2.5 Endotoxin units/mg
5. pH Gli’awi’mmu“ﬁiquu Finished product specification
6. Extractable volume mwmumuﬁi‘:q‘lu Finished product specification
7. Particulate matter ATIINW
- BRNAUUIA 2 10 pum 4iAiu 6,000 %A
- 8UMATWIA 2 25 pm ailfiv 600 aunA
8. Protein content mwmumuﬁ'izq’lu Finished product specification
9. Aggregate test ﬂid%ti’mm&l“/‘fi:gl% Finished product specification
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3.2 Drug substance specification : Filgrastim Concentrated Solution™®

amauiamamaia

BP 2013

usP41

1. Protein content

Minimum 0.9 mg of protein/mL

NLT 0.9 mg/mL of Filgrastim

2. The estimated potency

80 - 125% of the state potency
(Minimum 1.0 x 10° 1U/mg of protein)

80 - 125% of the state potency

3. Identification

ATIINIW

ATNIHY

4. Impurities with molecular
masses higher than that of

filgrastim

By Size-exclusion chromatography

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

- Aggregate : NMT 0.5%
- Total high molecular weight impurities
: NMT 2.0%

5. Impurities with molecular By Polyacrylamide gel electrophoresis ATIIHU
masses differing from that of | - Impurities with molecular masses
filgrastim lower or higher than that of filgrastim
: NMT 2.0%
6. Impurities with charges By Isoelectric focusing ATIIN

differing from that of filgrastim

- Any impurity : NMT 10%

7. Bacterial endotoxins

Less than 2 IU in the volume that

contains 1.0 mg of protein

NMT 2 USP Endotoxin Units per mg of

drug substance

8. Related proteins

By Liquid chromatography

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

9. Microbial enumeration
tests and tests for specified

microorganisms

The total aerobic count does not exceed

0 cfu/10 mL of the substance solution
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2. Drug substance specification ﬂmsmmnlu‘?mm:ﬁmadg WA® drug substance w3aluIeme drug substance 104
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3. wamsmm"ﬁmm:ﬁqmmwm wWwldau Finished product specification iLa¢ Drug substance specification
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