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Certificate of Analvsis for Finished products
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Product Name Human Albumin Dosage Form | Injection
g M| 20% 50ml 10g/8g
' 2
Batch No. 018024022 Size 20% 50ml 10g/ bottle
A=A HRME
Manufacturing Date <20t Valid Untit | 21/02/2023
o b3 AL B A7 5 B QA-Q8.2.4-001 "
Tesﬁn&fﬁfm to | Human Albumin quality specification Rm“ fN% AD2018022-039
g £ | QA-Q8.2.4001 =POFLIND.
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, Test Items Specification Test Results
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Absorbance IS b
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Polymer content (%) =50 B, $Ex # AP FANG
FRAA R(mmolig HEIR) 0.140~0.180 ' 0.15
Sodium caprylate content(mmol/g protein) = ' o 4 3: % ﬁ
AN <200 = Gt D“ﬁ =
Residual aluminum content(ug/L ) 7
PKA(IU/ml) <35 Red -
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Sterility Test No microbial growth &l
- BBt BRWE, BERRRR, RMn .
a2 \ ; Guinea pigs remain healthy and survive, AT,
.ﬁ S’? iﬁﬁﬁnn . Guines pigs increase of body weight L /
T,OXiCity ’j‘ﬁmgﬁ ’1‘;&-@#: ﬂ%%ﬁﬁﬁs ﬁiﬁiﬁm H“é’.’iﬂﬁ 2 i
Mice Mice remain healthy and Conform to
survive ,increase of body weight
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Pyrogen Test Conform to specification Conform to
HIV-1/HIV-2 #ifk Bt Bt
HIV-1/ HIV-2 antibody test Negative Negative
HCV $ifk FAE BAtE
{ HCV antibody test Negative Negative
(LUF55E) blank below
et & #®
Test Conclusion: Conform to the specification
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