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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. grusulAly
2.1 Wunsgsmannidaden wisazawsuiiazareldansaransla Wfld dwsudadnlefaviduas/vte Smdn
uaomdanm
2.2. Ysenaumisen recombinant human erythropoietin alfa 4000 1U Ty 1 WIBNYULUTI
2.3. UsTYluMYurUsTIednuTIrInde
| 2.4, flaainszyfesmdedanisdn daudsznoumidAyuaruuInrIuLIwe e lauTinEs ?ugumsgli'z‘r’ﬂmuuu
| MurUsI uavilaansyydon dulsznoudidduaranunss Sundn '“:'ugumq \auiinGn uaziaunz oy
M liegsdnauuuussydu
3. pruanUiinamada
| 3.1 Finished product specification
79 Test Items Specifications
1 Appearance Meet the requirement
Y Biological assay
uanIanIInsIvatslaagmils
| - Potency in polycythemic mice (in vivo) 80-125%
| - Potency in normocythemic mice (in vivo) 80-125%
- Immunoassay (in vitro) 14 ELISA #58 Meet the requirernent
EIA (Enzyme linked immunosorbent assay),
RIA (Radicimmunoassay)
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%
T Water content Not more than 4% w/w
8 Particulate matter
- Size > 10 um NMT 6,000 particles/vial
- Size > 25 uym ’ NMT 600 particles/vial

e
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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

48 | Test ltems Specifications
1 Identification Meet the requirement
3 Biological assay
uanINaN1sMSIveL AL mTe
- 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
/ 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%
L | mass
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Epoetin alfa 4000 iu powder and solvent for solution for injection ( GPU 640418 ver.12.68)
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Epoetin alfa 5000 IU / 0.5 ml solution for Injection in pre-filled syringe ( GPU 674753 )

1. Foen Epoetin alfa 5000 IU solution for Injection
2. gruaudanaly
2.1 jUuuy Wuansasaeusimnn Wedwivandnlifmtuas misdadmaendans
22 dwusznay Tu 1 vaen Ussnauseden Recombinant-Human

Erythopoetin alfa USu1as 5000 1U #ius1@a1n Human Serum Albumin
23 myugussy  ussglunaenussgedandould (prefilled syringe) Usannide
2.-% 2a1N
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3. Fsuauﬂ'ﬁmamaﬁﬁ
Nam’iﬂﬂﬁLﬂ‘swﬁﬂmn"lwﬂuiﬂmu Finished product specification wag Drug substance specification s

nzdsudodinnuanznssumMawmsuasen NIEVTIEATITUGEY

i
3.1 Finished product specification

2|

2 Parameter Specifications
1, Identification mi?%ﬁﬂumﬂuﬁizulu finished product specification
2 Protein content 75.6 pg/ml - 92.4 pg/ml
3 | pH 6.7-7.3
a4 Osmolality 225-275 mosmol/kg
’j Dimers & aggregated of higher molecular < 2%
weight
6 | Endotoxins < 10 EU/ml
7. Sterility Gl'i?%]n.i’lumuﬁis‘lﬂu finished product specification

NP
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Epoetin alfa 5000 IU solution for Injection ( GPU 674753 ver.12.68)




3.2 Drug substance specification

10] Parameter Specifications

1. Identification mﬁﬁ]&i’iuﬂ’mﬁﬁwh 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

q. Endotoxins < 20 EU/100,000 IU rhEPO

5. Protein concentration 80-120% of stated concentration

6 |pH 68 ~T2

7" Host cell protein m‘s’;ﬁ]#humuﬁﬁzu'lu drug substance specification
ml‘wqu : nsdlfivavadouudimaiu waive) msnsaeuiinssisentsia Tifuuansenaamingudananildzy
oY ” 78 Drug substance specification nsannnluiianssivenan drug substance Wialuiiasies drug
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Usgmeavseninsiadidnvseind
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Epoetin alfa 5000 IU solution for Injection ( GPU 674753 ver.12.68)
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AANBUSIANIZ VDN
Lercanidipine HCl 20 mg film-coated tablet (GPU 206069)

Tsaneutaunssas
Faen Lercanidipine HCl 20 mg film-coated tablet
AENTAN Y
1. suuuy usidawedeuiion vinsuuseny
2. alseneu Tu 1 fiauszneumeen Lercanidipine HCl 20 mg
3. AYUBUTTY wOuuss aluminium 3o blister pack Jaafin Yoafuuasuazeniuiole
4. aan UUNABIUTTY 52y Foun,MuUsENou IR TS WesEn, wanezidousiniue,
| \euiign, ﬁ'u?imémaazi’wmmq Lidmiau
-ULUHIUSTY S8y Toen, Fannansen, FUUTENOU IUIMAILUS BT, lAaTiNaR
warununeny lidauay
AuduUAMUmAila
1. | Identification AT
2. | Assay 95.0 - 105.0% labeled amount of Lercanidipine HCl
3. | Dissolution Luaenan 70% (Q) luaan 45 wit

4. ‘ Uniformity of dosage units ATIY

5 ‘ Impurities ASIHLA finish product specification
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Heparin sodium 5,000 iu/ml,5ml injection ( GPU 988968 )

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

2. pruandAialy

2.1 Unuy Wuasazanela Lifld ddwdessou Usmnnide dwsuda

2.2 @msenau Usenausae Heparin sodium 5,000iu/ml, Us1as 5mvial

2.3: MUY UsTluMrurussendaviauiauneande Type | Unaiin

2.4 aan vuussius seufieen diudsznaudonddyuazainunss Yu wda Fudueny 1eiinde waziay
veilyusiisuen Tegredmau

-“vunuruTTIEneedasstyTeswiataviinsd druusnouLaILIRATIILSITEEN auTeEn
Fuduany Uiy

3. AuduUAMamaila

NAN19R5I9IATILWANNINYBA Finished product specification wag Drug substance daadulusuundusidy
athilmatunis ﬁu‘aﬁmﬁ‘uﬁw%’Uﬁa”’xaﬁaﬁmL{‘Juaﬁuﬁl.ﬁauaﬁww‘%almjn’hﬁalﬁa]mwsﬂausiaei’wﬁ‘nmuﬁmmnssum‘smmmas
81/ NIENTNATITURY MUUTENIANTINTHASITUAY 1309 55187 WA, 2561 aefufl 6 Sunam 2561 (Usymelusy

a

AIYUNBIIUN 12 quAUS 2562) UavUsenANSENs 9E1s1sAgY 1504 seyssnen @iuil 2) w.e.2562 (Ussnialy

eI nyunwIIuf 26 nsngrau 2562) nifﬁﬁimﬁwwi’ff,ﬁ%uﬁ'uqaﬂﬁﬁwaeﬂmzﬂﬁums

o

fIDEN

|
3.1 Finished product specification

‘z’fa Test Items Specifications
1| Anti-Factor lla potency ATITY
2 Identification tests ATIVEIU
5 pH ATV
4 | Bacterial endotoxins ATIINIY
5 | Sterility AFITIU
6 | Volume in container ATIINIU
7 | Particulate matter AU

wewe : nsadivavesidsuudinsiu (waive) msnsanasuinsisinenisla Wiuuanvenasudngiudnanilasy
RIHERY
Drug substance specification 9 sananluiiaseivasndn drug substance 3aluiAsien drug

substance ¥anAned AU avulratunils Fdinsnsvinseiasunnidefidivue

U X7 W

T A Usesmunssung i o R LT L S oy Do T Gy e e DRI smnanauny

s NTTNRNT
(WanInaan @unaiusan) (Wwdssau Baudue) (WEINTHIY INMTTQYETIY) (WnannignInd YRl TEan)

Heparin sodium 5,000 iu/ml,5ml injection ( GPU 988968 ver.12.68)
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Heparin sodium 5,000 iu/ml,5ml injection ( GPU 988968 ver.12.68)
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Heparin sodium 5,000 iu/ml,5ml injection ( GPU 988968 ver.12.68)




