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

1. Foen Epoetin alfa 4000 iu powder and solvent for solution for injection

2. pruandAvialy

=l ;s

2.1 \Wumssisweannidedvn ndavaresisiviavanelaaisazansla 4flE dwsvdadnlafvdaz/vie Sauin
YaDALERMN

2.2. Usenaumedien recombinant human erythropoietin alfa 2000 1U Ty 1 MY VULUTI
2.3. UTTlUNIYULUSIRNFAUTIIINTD

2
= woa

2.4. flmanszylesmiaansd dauusznouiisdfyuaruinnuuswetn weinds Tuduenelidaouuy

i

AUUII uailannszyBen duusenauiisndifyuaraaiuuse undn Fudueny waeiinde wasiawedoy

| infuelisgsdnauuuussasiue
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3.1 Finished product specification
48 Test Items Specifications
1 | Appearance Meet the requirement
2 Biological assay
wanawan1snsIaLslnet1wile
w - Potency in polycythemic mice (in vivo) 80-125%
| - Potency in normocythemic mice (in vivo) 80-125%
- Immunoassay (in vitro) U ELISA %38 Meet the requirement
EIA (Enzyme linked immunosorbent assay),
: RIA (Radicimmunoassay)
3 pH 6.6-7.4
ﬂ'; Bacterial endotoxins Less than 20 1U/10,000 U of
| erythropoietin
5 Sterility Meet the requirement
6 Dimer & related substance of higher molecular mass Not more than 2%
7i Water content Not more than 4% w/w
8 Particulate matter
- Size = 10 um NMT 6,000 particles/vial
- Size = 25 um NMT 600 particles/vial
/
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Epoetin alfa 4000 iu powder and solvent for solution for injection ( GPU 680418 ver.12.68)




3.2 Drug substance specification

e
&

Test Items

Specifications

1 Identification

Meet the requirement

B Biological assay

LaRIHANNSATITRESlADE1amTle
- in polycythemic mice (in vivo)

- in normocythemic mice (in vivo)

80-125%
80-125%

- Host cell derived protein

- Host cell and vector derived DNA

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

é Impurity

Meet the requirement

Meet the requirement

é Dimer & related substance of higher molecular
|

mass

Not more than 2%
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i Epoetin alfa 5000 IU / 0.5 ml solution for Injection in pre-filled syringe ( GPU 674753 )
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1. Faen Epoetin alfa 5000 IU solution for Injection
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2.1 sluuy Wuasazaneusinan dedmiudadldimiuas miodadmasnidons
2.2 dudszneu Tu 1 waen Ussnausemien Recombinant-Human
_ Erythopoetin alfa U3ua 5000 IU 7ius1@a1n Human Serum Albumin
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1o Parameter Specifications
1| Identification mww"mm*mﬁ‘sxﬁlu finished product specification
2 Protein content 75.6 pg/ml - 92.4 pg/ml
3 | pH 6.7-7.3
al Osmolality 225-275 mosmol/kg
5 Dimers & aggregated of higher molecular < 2%
weight
6 Endotoxins < 10 EU/ml
7 Sterility m'i’mci'luﬂ’luﬁiiwllu finished product specification
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3.2 Drug substance specification

1o Parameter Specifications
[dentification G)'S’H}thumuﬁisq‘lu 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 Salic acids 9-13 mol of sialic acids per mol rhEPO
a4 Endotoxins < 20 EU/100,000 IU rhEPO
5. Protein concentration 80-120% of stated concentration
6 pH 6.8-7.2
7: Host cell protein m‘i’ﬁm’mmuﬁwuﬂu drug substance specification
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Lercanidipine HCl 20 mg film-coated tablet (GPU 206069)
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1. | Identification AT
2. | Assay 95.0 - 105.0% labeled amount of Lercanidipine HCl
3. | Dissolution luuasna 70% (Q) Tuaan 45 wni
4. |Uniformity of dosage units ATIT
5. | Impurities SR finish product specification
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- Peritoneal Dialysis Solution Low Calcium (2.5 mEqg/L) with 1.5% Dextrose , 2 Litre/Bag (GPU 796220)

pu]
| Yaen
| aaauvan2 U

Tssne1u1auieses

1 vluansavareUsimaindie Ta Tufid Tsdwsuansleniasomas

Peritoneal Dialysis Solution Low Calcium (2.5 mEg/L) with 1.5%Dextrose , 2 Litre/Bag

2. luasavars 100 ml Usznaume Dextrose, Hydrous 1.5 gm , Sodium Chloride 538 mg , Sodium Lactate
448 mg , Calcium Chloride 18.3 mg , Magnesium Chloride 5.08 mg (Na 132 mEg/L , Ca 2.5 mEg/L ,
Mg 0.5 mEg/L , CL 95 mEg/L , Lactate 40 mEq/L) YU1AUTIY 2 Ans/g

wim Juvuaeny uiinGn wuazawnslousiiiuen ssyleensdaau

3. ussqlugaanadnuasiianemariudusud Y 1910 polyvinyl chloride) Usznaumeeuiguazgulal
dwiulasurns (Drain bag) uaysevvanagilsmiudviuda-da
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AuauUAnImaila

| 1. YSunaushendeny
I- Dextrose, hydrous

|- Chloride as Sodium chloride

- Magnesium Chloride, hexahydrate
|- Calcium Chloride, dihydrate

- Sodium Lactate

- Sodium

- 5-Hydroxymethylfurfural (5-HMF)

1.40-1.60%

5.28-5.83 ¢/L
0.041-0.061 ¢/L
0.157-0.210 g/L
4.20-4.70 g/L

125-139 mEg/L
Absorbance laAu 0.25

2. pH 4.0-6.5
3. Sterility test RS
‘Fli'J‘i]fmi’]'u

4. Particulate contamination
|
- 9w > 10 Mm Tl 25 synia/ml

- A > 25 Mm Jliu 3 aynia/ml

5. Bacterial endotoxins

wayn11 0.05 EU/ml

6. Color

iy 10 Klett units
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Heparin sodium 5,000 iu/ml,5ml injection ( GPU 988968 )

1. Foen Heparin sodium 5,000 iu/ml,5 ml injection

2. pauautiAvialy

2.1 Uuuy Wumsasangla Wifld fedmdosdou unmnnide dusuda

2.2 dwuusenau Usenausiae Heparin sodium 5,000iu/ml, Y3105 5mivial

2.3 nMuurUssy  UsIRluMwuEUTTIRndaniauiunaanide Type | Daadn

2.4 aan Uy syydieen dwdsznaudndidyuazainuuse Yu ude Suduoiy aeitnde waziar

neilyuiiven Wadhednau
-UUNYUPU 5808 tR A B9 sE TR M3 Tannan1sAn A1uUsENaULARYLIAAITULSIVEE) LaYTHER

Tuduey Lidaau

3. puaudAnamaia

Nﬁﬂ’]‘iﬁli’)ﬁ)’;Lﬂi%Mﬂﬂ;ﬂﬁW%d Finished product specification wag Drug substance Aaadulumuindusiisu

Q‘UU'LQQU'UVIUQ ﬂﬂuLﬂﬂ‘UGl’ﬁUVi@’]GBQMSGLUUQUUWLVI gu LWTWSE‘LHUﬂ'}W%Q“L@'{Iﬂﬂ“ WausadinnuauznssuNIsaINSLAY

g

==

Ak

NSENTNAITITUFY MUUTHMIANTINTNASISUAY 1389 S5UMT181 WA, 2561 acfudl 6 Sunay 2561 Wszndlusy

IYUNHIIUN 12 NUAWTUG 2562) UazUSENIANSENTINEISISAEY 1509 seydsen (aTufl 2) w.a.2562 (Usznely

TiAUAWIIUN 26 nsngiaw 2562) nsdifiliAeunilituiuasRdavesemenssunis

|

28819
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7 | Particulate matter AU
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