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Shanghai KEL Biotech Inc.

Certificate of Analysis REHFIREEL

Product Name

Recombinant Human Serum Albumin

i) HAANIMBEHEH
COA No.
[;j%t If%?' 202308001 ﬁgﬁ‘ﬁi%‘gﬁ% QC420001-2023001
Analysis Date Manufacture Date
Ro3 F 3 2023/03/22 A= H 2023/03/08
Storage Conditions Catalog il\lumber C1080
~84 w5
TR 28C
Dosage Forms Freeze —Dried Powder | Expiration Date
bl P U T-¥r A % # 2026/03/08
Ins'pe'ctlo'n Recombinant Himan Serum Albumin quality specification (420001) (SP-01006/03)
Specification - o
R A MLE A& A5 bR dE (420001) (SP-01006/03)
Test Item Specification Result
e B H Br A g R
Identity The HSA band profile isconsistentwith the .
(Western Blotting) reference Cimil ;ﬂaﬂf
%) (S BRI I) BT AR
Appearance Light yellow to white or greyish-white povden Greyish-white crystalline powder
Ytk or crystalline powder IR 16 s
W T A EUK A KRBTk R o
Reconstitution time |Reconstitution required no more than 15min| Compliant
SRR 15min Py B 58 4 15 fif FFa e
Water7kc§oj\ntent <5. 0% 9 1%
uv
eV Vi 2794 2nm 279nm
Optical absorbance
WG 5 i <0.15 0.029
pﬁ% 6.4~17.4 6.5
Non-reducing Monomer+Dimer =96. 0% .
SDS—PAGE PR+ R AR =>96. 0% 96. 8%
ik JR T H Dimer+Polymer>2. 0% ,
ki ZRAR+Z RS2, 0% L1 4%
Monomer+Dimer =98. 0% .
Purity FAR+ SRR =98, 0% 98. 8%
i SEC-HPLC Polymer: <1. 0% .
S FHEE Fehk; <1.0% 0. 90%
RO L Fragment:<1. 0% ,
% FEARABL: <1.0% 0. 32%
Dimer+Polymer>2. 0% .
TR B2, 0% 7. %
P%té}ﬁ%/g\%tent =90. 0% 99. 8%
Aluminum <1.0wng/g Protein 0.3 ng/g Proteir
AR <1.0n g/gE AN 0.3 ug/gfEHR
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Shanghai KEL Biotech Inc.

Certificate of Analysis KIHFIREE

Product Name Recombinant Human Serum Albumin

i % HAANMBEAEA

COA No.

Ljft’tt If:j‘j 202308001 TR a2 QC420001-2023001
Analysis Dat
TR 2023/03/22 A 2023/03/08

Storage Conditions Catalog EI.\I‘"“ber C1080
\ 2°8°C i9e)
A
F Dried Powd rati

Do%{jtge Fogns reeze ‘{,igl—:l;;efﬂ\ owder Exp%‘atgnﬁgate 9026,/03/08
SpIe“CSipfeicct;toinon Recombinant Human Serum Albumin quality specification(420001) (SP-01006/03)

RIS 0 N LTS A& AR s A E (420001) (SP-01006/03)

Tes‘t Item Specification Result
A I E R #HE # K
Sodium octanoate <0. 180 mmol/g Protein 0.0914 mmol/g Protein
AR <0. 180 mmol/g® H /& 0.0914 mmol /g H /i
Ammonium sulfate <2.5mg/g Protein 0. 49mg/g Protein
RS EE <2.5mg/gE AR 0. 49mg/g%E A i
. 0. 068 Protei
Exogenous DNA residue <0.5ng/g Protein 5 062%%%1:05%11
< : 1
5 EDNARR B & <0. 5ng/g &R <LOD (LOD=0. 03ng/ml)
oo ima (i saside <5.0ug/g Protein 0.63 1 ¢/g Protein
BEEORNE <5.0ug/gR 0.63 1 g/g 2K 15k
Bacterial endotoxin
MENEE <0. 01EU/mg <0. 01EU/mg

Total aerobic microbial count:<100cfu/g Total aercbic microbial

B ES: <100cf count<10cfu/g
Microbial 1imit A cfu/g 4175 4 5<10c fu/g
TRAEYIREE Total yeasts and molds count:<<10cfu/g Tciiilt <yleoa::sftus/gand molds
BRERSRBL: <10cfu/g 5 8 1L R S < 0c £u /g
ConclusionZEi Complied with specifications. &§#%.
Reported by Checked by Check;d by Approved
TRIN SHA 2N HeitE N
Signature . /i 7
% ; X /f/d* N Af
& AIEAY o/ F i
Date ) e
H /ﬁ\ﬂ ;’9)’;, a?_ ok }4,.’/5 L—r?‘ ua._
2/2
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Shanghai KEL Biotech Inc.

Certificate of Analysis
iR &

Product Name Recombinant Human Serum Albumin

Hh % HHANMBEAEA

Lot No. COA No. B

# B €202308001 KIS HR 2 QC420001-2023001
Analysis Date Manufacture Date

TN 2023/03/22 H e 2023/03/08

Storage Conditions .. Catalggumber C1080

Lidiw Yia 2 8C
Dosage Forms Freeze —Dried Powder Expiration Date

b1l 7 BT 5 ¥ B 2026,/03/08
g Ins,pfe.Ctito_f‘ Recombinant Human Serum Albumin quality specification(420001) (SP-01006/03)
i | EALNILS [ (5 obifE (420001) (SP-01006/03)

Test Item Specification Result
R § B g H
As<1.5ug/g As 0.16ug/g
I <1.5ng/g Tifi0. 16ug/¢g
Heavy metal Cd<<0.2ug/g Cd Not detected
(Pb. Cd. Hg. As) B <0.2ng/g Ok K
B Hg<0.3 ug/g Hg Notdetected
(#5. 8. K. w) K <0.3ug/g KR K H
Pb<<0.5ung/g Pb 0.03 1 g/g
HY<<0.5ug/g #50.03 1 g/g

2. ERZBNTHRIE E=FPHHTHRN, ZFEEFENE.
Atk EIRFrARMNSEER, RF20235E01H01H E 2023125318 #AE, ALK Z=RmNES
B4 SP-01006/03F B FRHEESR .

ConclusionZit Complied with specifications. &%
Reported by Checked by Checked Approved by
it A =R N 2 HEHEN
Signature f?j' i - 2> ~ ‘

w4 qufz j: /;:' c?//}if Ez,«; A5 In ;}7/'

Date s 5 NS s h
i e N h 0] 2°2}.2). 2§

W
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