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The product mentipned above has passed A\;éﬁgf@}e ?meess quality control‘and
© the production/test|records. It complies Amﬂrfhc visians of the release of Chinese
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Product Name HumanfAlbumin Dosage Form | Injection
7= it - M # | 20%S50ml 10g/H
Batch No. 2018074087 Size 20% 50ml 10g/ bottle
= H BRHE | .0 '
Manufacturing Date 24/07/3018 Valid Until 20124
7 O B AL OA- .00
Testing According to HumanfAlbumin quality specification Report No AD2018087-104
& 811 0A-Qd.2.4-001 port ™o
REmA AT REGR
Test Items Specification Test Results:
M St RE '
Absorbance <015 D02
L RETH %) TRV S AR
Polymer content (%) 5.0 & '3’.“ % x ﬁ ﬁ Jﬁﬁ. —ﬁ- & i
3RS B (mmol/g TR ER) N ‘ .,
Sodium caprylate content(mmgl/g protein) 0.140~0.180 F é?] t& %O:g ﬁ :éf
{5 B (L) 00 T
Residual aluminum content(ugfL) -
PKA(IU/ml) <35
15555
HBsAg Negative
P AL Ry M4
Sterility Test No micrabial growth
- R, HERERE, &I
REEMRT guﬁelf ; Guinea pigs remain healthy and survive,
TesTJ Fér Abnormal 'gs increase pfbody weight
Tosicity B NRSETE, BERHREL EHM
' Mice Mice remain healthy and Conform 1
- survive increase of body weight . -ontormt fo
R REFF & E - FEHE
Pyrogen Test Conform;to specification Conform to
HIV-1/HIV-2 §4k Bt FA T4
HIV-1/ HIV-2 antibody test Negalive ' i
HCV $ifk A 1
HCV antibody test Negative
(YL FE5E1) biank below
Wk, Sk
Test Conclusiqi : Conform to the gpecification
i & #® & H W N '
Reported by ;jm Date 208.08 20
5B A o FRHEHHHN |
Checked by ’ Y‘Z %\_ QC Dept. Head 7@ "4(‘
BB T 0S8, 2.4-007) FIBNISBHR: FRERBRITSBI RS, NI FRRERE RS
QA-$8.2.4-007 F007 MRAS: A\ 1 EHEA: UE EWEHI: 2015-12-2 10:48:15 MEBPI: 5 TEKR
jE:2015-12-07 14:18:23 [55 2 A\ 2 7]
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Product Name Humanf Albumin Dosage Form | Injection
7 i MmO 20% SOm! 10g/}
BatchNo. | 201807087 Size 20% S0ml 10g/ bottle
ArHM HRE
Manufacturing Date 240774018 Valid Until 23/07/2023
s i A Y 7 & R AR AE QA-(08.2.4-001 pmE
Testing According to Human| Albumin quality specification Report NZ) AD2018087-104
QA-Q§.2.4-001 )
HEWA FRAERE RESR
~ Test Items Specification Test Results
i Oy s rpiton e ity TN
Double Immunodjffusion J ~ P | P Conform to
5 B0 mm-’hun.\au plasma
eontity EERY R EEA
Test PARLREY €7 7 The main precipitation line shall be HFaE
Immunoelectrophpresis albumin a3 compared with normal Conform to
human plasina
RIARERD . W N RZBEREZN
Widdk, AR,
S The product shall be a clear, slightly HEamE
Physical Inspestion viscous  lquid without turtidity, Confonn t
slightly vellow, green or brown in
colour.
al Wit RN FFE T
Test for Visible Particles Conform to|specification
AN PERIORRS T INEGR=SIbE
Test for undissolvable particulgte Conform to|specification
ff;ﬁl{lﬁm B (mOsmol/Kg) 210~400
est for Osmole Concentration
Fet(ml) ~50 o
Filling Quanlily(m]) - AN N A Conform to
e HER DY ISZERES T M . BeEE
Thermostability Test Conform to spccjfﬁ_égfiion,{- > Conform to
pH : 6.4~7.4 N\ 7.1
, .‘ u/m/rgmwso‘%wmo%
HAREE The protein icontent shaljte=- T
Protein content 95.0%~110.0% of the quanti i
protein statdd on the labgl™¥ % %‘ i ’% # .ﬁ”\ % ‘ﬁ'/\ ﬂ
20 %
M (%) >96.0 97,8
Purity (%) }ﬁ o %;A% ﬁa;ﬁ;
A B (mmol/L) 160 00 Dy > =1 |
Sodium Content(mmol/L) = h
8 F& B (mmol/L) 5 5
Potassium Content(mmol/L) -
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19:2015-12-02 14:18:23 [&5 1 TE\$t 2 73] ' L e TR




