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Product Name Recombinant Human Serum Albumin
LI T T 2B N 3 18 1
Lot No. COA No.
202312004 2 -
m B C20231200 KT A 2 g 2 QC420002-2026001
Request-check Date Manufacture Date
\ -2~ Ky ¥
NEE 2023-12-27 A 2023-12-25
Code of product Catalog Number
20002 HYC002C02
Py 42000 15 C002C0
Dosage Forms Liquid Expiration Date
L x 2028-12-2
AW it B MW 22
Specifications 10g/Vial (20%, S50mD) Storage Conditions 2~8°C, Keep from light
M A 10g/fl (20%, SO0ml) it #7551 2~8°C,
Manufacturer Wuhan Healthgen Biotechnology Corp.
A BCPUR TG BRI 41 IR 2 7]
Inspection Specification | Recombinant Human Serum Albumin quality specification (420002) (SP-01007/06)
IR HEIREE AL I35 H & H AR AE (4200020 (SP-01007/06)
Test Item Specification Result
A9 551 bR g R
Identity The HSA band profile is consistent with the .
. Compliant
(Western Blotting) reference NP
5 G e RS9 12 HVE
Slightly viscous,yellow to brownish clear liquid, Sllghtly vx.sc'ous,yel.lq\rv e
Appearance i Sy liquid; not turbid
NI (/1 N e O . . WES I o o VB TR A4 A L
b A BB CRE, Fr g | A SO TR Al
(R RRAS
Visible particle Essentially free of visible particles Compliant
7Y IVERREYS Wid (HREP W
j‘:tg% No less than the labeled volume(>50mL) Compliant
NAMEF SOmL bR & 56 e
pH
pH 1 6.4~7.4 7.0
Purity by
Nog—l;feélll;csmg Monomer + Dimer>98.0% 100.0%
EiEi:T:J?ZfQ fij—WJrggr’éfT\z()SO% e
CE-SDS ¥
Purity by
Non-reducing L !
Purity SDS-PAGE e e 7.2%
20 BT I
v ~” )
1% %'
i o 0 4
Purity by Monomet 1>98.0% x 99 6%
SEC-HPLC 3
E&&Y&}iﬁ%ﬁé
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Product Name Recombinant Human Serum Albumin
il % TR VR R 2H N ML 11 A 1A
Lot No. COA No.
202312004 e 4 420002-2026001
o 2023120 Rt 4 it
Request-check Date Manufacture Date
5 -12- 2023-12-
I F 0 2023-12-27 A7 I 023-12-25
Code of product Catalog Number
Py 420002 ) HYC002C02
Dosage Forms Liquid Expiration Date
v 1 2 8-12-2
Alow it B 20281224
Specifications 10g/Vial (20%, S0ml) Storage Conditions 2~8C, Keep from light
MM 10g/if (20%, 50ml) fiti A7 2% A 2~8°C, Mt
Manufacturer Wuhan Healthgen Biotechnology C01p.
A7 R EOURTCAEY R IRy IR 28 7]
Inspection Specification | Recombinant Human Serum Albumin quality specification (420002) (SP-01007/06)
L HEA I A I35 A B SRR (420002 (SP-01007/06)
Test Item Specification Result
A5 H broo g R
Dimer + Polymer>2.0% 3 6%
TR R AA>2.0% o
Fragment<0.5% o
B fipi 417 <0.5% Ol
Protein content
AR SR 20.0%+1.2% 20.6%
Sodium ion
< | /L
T A B <160mmol/L 49 mmo
P%%Sl%g%n <2 mmol/L <LOQ (LOQ=0.5mmol/L)
Optical absorbance
N <0. 0.023
WO BE <015
Sodium octanoate 0.140~0.180 mmol/g Protein 0.168 mmol/g Protein
FRWNESE 0.140~0.180 mmol/g & )i 0.168 mmol/g & (A )i
Aluminum
4R B <200pg/L 48ng/L
Ammonium sulfate —
A <0.5g/L 0.05¢g/L.
TG e B =g ZMBAIN g
Ty ' vy
Exogenous liost oell <5.0pgl/g Plotel §) - 0.62pg/g Protein
proteins (HCP) residue <5.0ne/e % 11 i 0.62ue/e % 14 5
i 2 8 7 B oL SR Foal Madlelaie
Exogenous DNA residue <0.5ng/g Protei ng,A \E;ﬁ 888;::;’% Pl([)i{@}lﬁl;
by y72 % 21 1
SN DNA 5% 5 5t <0.5ng/g B L1 /%’ B A ob (Lobeo t3ngfn)
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Product Name Recombinant Human Serum Albumin
L TR A 2N M 1 2 1
Lot No. COA No.
202312004 2 - 01
m B C20231 KR 2 o 2 QC420002-20260
Request-check Date Manufacture Date
) 2023-12- -12-
N NEE 23-12-27 A 7% 0] 2023-12-25
Code of product Catalog Number
e L g 420002 15 HYC002C02
Dosage Forms Liquid Expiration Date
AW itk W 2028-12-24
Specifications 10g/Vial (20%, 50ml) Storage Conditions 2~8°C, Keep from light
M 10g/ii (20%, 50ml) 17 5 2-8°C,
Manufacturer Wuhan Healthgen Biotechnology Corp.
AT BDOR U EY R A IR 2 ]
Inspection Specification | Recombinant Human Serum Albumin quality specification(420002) (SP-01007/06)
15 Y04 IR E AL M3 H 8 A SR ARIfE (420002)  (SP-01007/06)
Test Item Specification Result
A5 H fro g R
Sterility test No growth No growth
gz f o A4 THLE K

Bacterial endotoxin test

AN A R

<1.67EU/mL

<1.67EU/mL

“Heavy metal”
(Pb. Cd. Hg. As)
*H 4
€ NI N N 1D)

As Not detected

As<0.3 pg/g protein;
fih<0.3pg/g H A,
Cd<0.05 pg/g protein;
<0.05pg/g EE N
Hg<0.07 pg/g protein;
7K<0.07pg/g FEH;
Pb<0.1 pg/g protein;
By<0.1pglg H AR

fif - A
Cd Not detected
WO
Hg Not detected
Pb Not detected
BOREH

Conclusion 45 it

Complied with specifications. &%,

E I TEFE SN =7 WU TR, S L TR 20
BT (0™ 0T G R SRR B R

023 4F 12 A 31 H i,

*Annual inspection #E45 15 H
#Entrusted inspection ZSHCG K171 H

Reported by CM&& b'yu 71?3% Approved by
PN SRNTT HEHEA
Signature ;i o
% 4 },}g(% ayaws {ETh
Date ' ’ /
H W )»O}b~"’)" W >ovh. 025 m,o% 74
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