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FivE A QB R E H(pH4) OB | e
Prf?iuc " mee iiaman Immunoglobulin(pH4)for  Intravenous | Dosage ﬁjiﬁgn
njection Form
= it s _ H ¥ | 5% 50ml 2.5¢/M
Batch No. 2R Strength | 5% 50ml 2.5g / bottle
£rHE A=
ianfaciaring Dete 20/037/2019 Valid until 19/03/2022
BERE | QA-Q824309 Report | BD2019023-024
Test According to | Human Immunoglobulin(pki4) for Intravenous Injection |
internally controlled quality specification QA-Q8.2.4-009 ’
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Test Item Specification Test Result
N EF A MR MR ERES S5 fid.
SRR ok i, SR DREAAETEE. 2
= AN S = KA
14 SRS ouble - Only a precipitation lme \‘vxth afnt;-hupmn serum of e to
Identity Immuncdiffusion plasma, but no precipitation line with anti-horse,
Test anti-bovine, anti-pig or anti-sheep serum of plasma.
S e Kk SEXAGMSLEILS, IRTEARS 0 gene
Immunoelectrophoresis oy .prec:patatwn 1ne EY B Gonform to
compared with normal human  plasma
BT B A A, TR, A
i) Bt BB HFEHE
Physical Inspection Clear,colourless or light yellow liquid. slightly Conformto
aleéscence may occur put idi
REX %ﬁ%ﬂﬁﬁ$u;ig‘fg;¢; #eHE
Test for Visible Particles onform to specification - Conform to
AEAEBORA T RERE |, o e e | waEE
Test for undissolvable particulate Con myimisg@ﬁﬁgﬁoqg; £ o o Conform to
BEERREE (mOsmolKe) 00 i 542
Test for Osmole Concentration Bl
B (mD) >50 fraHE
Filling Quantity(ml) - e Conform to
#fae it lie AFERE N FEaHsE
Thermostability Test ' Conform to specification Conform to
pH & 3.8~4.4 Y g 43
EERTE (L) - : 512

Protein content  (gL)
BEARAR (gD
Total Protein (g/bottle)

B %

Purity %
FEEE@EL)

Sugar Content(g/L.)
BT RN %

Distribution of molecular Strength %

FEFEAERN 90~110
Maltose content shall be 90~110
12G B+ A EE>97.0

#-HBs A (U/g BEAF) S8

Anti-HBs Potency(1U/g of protein)

IgG monomer+dimmer content 297.0
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