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Epoetin alfa 4000 iu powder and solvent for solution for injection ( GPU 690418/)

1. Yoen Epoetin alfa 4000 iu powder and solvent for solution for injection
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3. auauUAnIanaia

3.1 Finished product specification

48 Test Items Specifications
1 Appearance Meet the requirement
2 Biological assay
wanmansasivetdlaegiami
- Potency in polycythemic mice (in vivo) 80-125%
- Potency in normocythemic mice (in vivo) 80-125%
- Immunoassay (in vitro) Lt ELISA %38 Meet the requirement
EIA (Enzyme linked immunosorbent assay),
RIA (Radiocimmunoassay)
3 | pH 6.6-7.4
4 Bacterial endotoxins Less than 20 1U/10,000 IU of
erythropoietin
5 Sterility Meet the requirement
6 Dimer & related substance of higher molecular mass Not more than 2%
7 Water content Not more than 4% w/w
8 Particulate matter

- Size 2 10 um

- Size 2 25 um

NMT 6,000 particles/vial
NMT 600 particles/vial
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Epoetin alfa 4000 iu powder and solvent for solution for injection ( GPU 640418 ver.12.67)




3.2 Drug substance specification

4o Test Items Specifications
1 Identification Meet the requirement
3 Biological assay
waRsHaN1sATITsslRE1mils
- in polycythemic mice (in vivo) 80-125%
- in normocythemic mice (in vivo) 80-125%
5 Protein content 80-120% of stated concentration
6 Sialic acids Minimum 10 mol of sialic acids/mol of
erythropoietin
7 Bacterial endotoxins Less than 20 1U/100,000 IU of erythropoietin
8 Impurity
- Host cell derived protein Meet the requirement
- Host cell and vector derived DNA Meet the requirement
9 Dimer & related substance of higher molecular | Not more than 2%
mass
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Epoetin alfa 5000 IU / 0.5 ml solution for Injection in pre-filled syringe ( GPU 674753 )

1. %BEI'I Epoetin alfa 5000 IU solution for Injection
2. quaudavily
2.1 guuuy Wumsazmeusrn Wedwivindldimiuse/ mioiadmaonidensh
22 ddszneu  Tu 1 waem Usznaudmiudien Recombinant-Human
Erythopoetin alfa U3u1m 5000 1U #us1man Human Serum Alburnin
2.3 Muurussy  ussyluvasaussyedeanienld (prefiled syringe) Usimannide
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3. puaudivnaveda
nan13nslieszinun miduluniy Finished product specification wag Drug substance specification #i ¢
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3.1 Finished product specification

18 Parameter Specifications
1. | Identification mi'ﬁmlﬂummﬁiz‘u‘iu finished product specification
2. | Protein content 75.6 pg/ml — 92.4 pg/ml
3, |'pH 6.7-7.3
4. | Osmolality 225-275 mosmol/kg
5. | Dimers & aggregated of higher < 2%
molecular wight
6. | Endotoxins < 10 EU/ml
7. | Sterility m‘i'aﬁ]ci'mmuﬁ'ixq'lu finished product specification
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3.2 Drug substance specification

do Parameter Specifications

5 ] ; o
1. | Identification AR UAAATEYlU drug substance specification

2. | Biological assay

In normocythemic mice 100,000 - 150,000 IU/mg rhEPO
Estimated potency (80-125% of the stated potency)
3. | Sialic acids 9-13 mol of sialic acids per mol rhEPO
4. | Endotoxins < 20 EU/100,000 U rhEPO
5. | Protein concentration 80-120% of stated concentration
6. | pH 6.8-7.2
7. | Host cell protein Gls'ﬁ]ﬂi’iummﬁ‘wq‘lu drug substance specification
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Heparin sodium 5,000 iu/ml,5ml injection ( GPU 988968 )

1. Hoen Heparin sodium 5,000 iu/ml,5 ml injection
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3.1 Finished product specification

) Test Items Specifications
1 | Anti-Factor lla potency NIV
2 | Identification tests ATIWIY
3 | pH ATIVU
4 | Bacterial endotoxins AT
5 | Sterility AT
6 | Volume in container ATIWU
7 | Particulate matter MFIU
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Metformin hydrochloride film-coated tablet (GPU 696858)
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18081 Metformin hydrochloride film-coated tablet
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2. dwlseney Tu 1 diaussnaudedien Metformin hydrochloride 500 mg
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3.1 Finish Product Specification (USP 46)

AuFUUANIIMALIA Specification
1. YSunausiaendnfgy 95.0% - 105.0% of L.A of metformin hydrochloride
2. ldentification mi’ai)ri'mmuﬁ'iquu finished product specification
3. Dissolution amvshunuiszylu finished product specification
4. Uniformity of dosage unit mimmumuﬁszq'lu finished product specification

5. Organic Impurities
- Any individual impurity - NMT 0.1%
- Total impurities - NMT 0.6%
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3.2 Drug substance specification (USP 46)

AuauURIawAln Specification
1. USunusendiAgy 98.0% - 102.09% of L.A of metformin hydrochloride
ondried basis
2. ldentification mi'lilbi'mmuﬁiquu finished product specification
3. Loss on drying NMT 0.5% (at 105 °C for 5 h)

4. Organic Impurities

Individual impurities:

- Compound A NMT 0.02%
- Any other impurity NMT 0.1%
Total impurities NMT 0.5%
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