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Recombinant Human Erythropoietin Alfa 4,000 IU 37494 &,000 978

®. ATUABINAT : Recombinant Human Erythropoietin Alfa 4,000 U 9747 &,000 978
0. ArusuANlY
b.e jULUY: 8WeF9125UUUY Lyophilized powder Usmnite wérasanedeiyayvans
Ioensaranala Lifld dwsvdadnldfmiuay/vie ot masnidond
o @7uUsEnau: UsEnBUAI Recombinant Human Erythropoietin Alfa 4,000 1U Tu
® MNENTTUSUTTY
b.n MYULUTIY: USTTLIIALIBAUTIFINEe
o, RAAN;
b.a.e aangwestagy liauidouazugaie Ustneusy Fofendidyy dauvszneu

Vo

Mg1d g YuanuLse wavslisuiniue efindn Tunde Sudiueny wasdodnas

[

Wuodatdesuuussyinsi

| [ |

b.clo RANVUNITUTVTTIRBITALIU S2yTan1an1sin Fefendrdny drulseneusien

E]
o) 1 i

(- 4‘ = L3 ;
ALY TUNRATIULTE VYNGR WazUaue Yy Wuaenalae

. AugUUANIamAln
m.@ Finished product specification
n.@.@ Identification test: ABILARIHANITNSI988190BY @ Tu & 33
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- Capillary zone electrophoresis (CZE)
w38 Isoelectric focusing (IEF)

- PACE+immunoblotting
Peptide mapping/LC

- N-terminal sequence analysis

HPLC
m.e.lo Assay:
- Biological assay (Potency) il Potency 8ti1813133880% Go-ebe 109
AAMNTTY
m.@.en pH: b.o-ol.&

5 o o st/

(wedsmed Suleda)  (uwamafiadSon] feius)  (uandgeden wesviiug)  ueamganed dhedsedn
LndunsiIugynis WAt uIyns LAYNSI TS wdrnTUfdRnns

'
-3

o)



_(_;:_.
a.e.& Particular matter: - YUIH 210 pm:
NMT 10,000 particles/container
YU 225 um:
NMT 1,000 particles/container

o.a.& Bacterial endotoxins; Less than o 1U/@o,000 IU of
erythropoietin

m.@.o Water content; NMT 4%

ene.ed Dimer & related substance Not more than %

of higher molecular mass
a.6.6 Sterility: ATIANMMY Finished product
specification
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Insulin aspart 30% + Insulin aspart protamine 70%

sterile suspension 100 iu/1 ml (3 mU 9147U ¢,000 1?351

@ A1UABINIT : Insulin aspart 30% + Insulin aspart protamine 70% sterile suspension
100 iw/1 mL (3 ml) 917U &,000 Vaan
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v.e JULUL: Wuthewrumeneuunnide dunavu
blo @2UUTENBY: UsEnousIe Insulin aspart §88@y mo Way Insulin aspart protamine
$ouaz wo (BnTd me) InediUSunammaduty 100 1U/ml TuSums 3 ml
.0 NYUBUTTY: Uiiﬁ;mﬁmﬂiﬂﬂmnﬁauw multiple doses Y3195 3 ml
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a. AENUANIMATA
3.1 Finished product specification
. . ' d .
3.1.1 Identification test: AR URNATEYIY finished product

specification

3.1.2 Assay:
- Biological assay (Potency) i1 Potency agsgwindagay 90-110
YOWANTHY
- Human Insulin in solution 25-35% of total insulin
(Total dissolved insulin)
3.1.3 pH: 6.9-7.8
3.1.4 Bacterial endotoxins: NMT 80 endotoxin unit/100 tU of Insulin
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3.1.5 Zinc content: NMT 0.04 mg/100 U of Insulin
3.1.6 Dimer & related substance of higher molecular mass: NMT 0.1%
3.1.7 Sterility: M3 Finished product

specification
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Goods Storage Practice (GSP) Uag Goods Distribution Practice (GDP)
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