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No.7 Keyuan South Road, Hi-tech Zone, Chengdu,
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Certificate for the ] Relea‘se of Products
UL P45 5 /Certificate No.:  RS-0123-2019026
; 7= fh Z FR/Name of the Product: AlLHER
. B %/Trade Name of the Product: /

7= it S /Lot No.: 201809A113 .
5 %! /Dosage Form: TS

f; HH /Strength: 20% 50ml 10g/¥

; A 7 H )/ Manufacturing Pate: 201849 H 22 H

A A ZE /Valid Until: 2023469 A 21 H

© it/ O /Lot Quantity/Export Quantity: 14400 J&
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: The product mentioned abovelh.\sxpassed the check of the process quality control and
the production/test records. If eom’phes with the provisions of the release of Chinese |
- Pharmacopocia (2015 Edjtion) and obtains the certificate for the releaee of biological
_,: products, approved for relpase. !
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Product Name Human Albumin Dosage Form | Injection
37 @ - —
P nilt S % 20% 50ml 10g/E,
2018094113 ‘
Batch No. %4 Size 20% 50ml 10g/ bottle
7 H nomdie - ARAE
Manufacturing Date 2210972418 Valid Until 210972623
Ky s A N B P SR BEARAE QA-08.2.4-001 S
Testi e Human Albumin qaality specification AD2018113-130
esting According to QA-Q8 $.4-001 Repon No.
e H PRUESLE e R
Test Items Specification Test Results
T
Absorbance <0.13 = 0.02
LRI R %) S5 s
Polymer content (%) ~ T A 2
FEGEN A B (mmol/g HHR) la & & RS

Sodium caprylate content{mmolfg protein)

Fask B B (/L)

0.140~0.180

o Ap o = o
: . <200 e %
Residual aluminum content(ug/L.) - = , @ %& "Ef %
PKA(1U/ml) <35 R e
M”m%
. Pt iRk M ¥ 5
HBsAg Ncgativv Negaff ve
T R B4 T )
Sterility Test No microbial growth Na microbial growth ' %
i B oo CRfETr, HERFREL, &I . A i o
o, a4 st ot | g}éi:ing;ﬁ;igﬁ rexﬁaﬁ :eaalt}k\\; axfj (if}j\]}l ?‘fﬁ'ﬁ%iﬁ A
SRR Guinea plgs R - : > Conform to /
Test For Abnormal increase of body weight
13 fpds At T B Al e =E
Toxicity SE R 'f\ﬁﬁﬁﬁ r Bl ‘r‘?: R, ARiEiE i e
. Mice remain healthy and
Mice A . Conform to
survive ,increase of body weight
HJFERR T LA £ B FEME
Pyrogen Test Conform to specification Conform to
HIV-1/HIV-2 $ik PP N L 3
HIV-1/ HIV-2 antibody test Negative % Negative ‘
HCV itk 3R 3§
HCYV antibody test Negative | Negative
(LLFZA) blank below
Test Conclusion: Conform to the specification
]oE A fi S P = I
Reported by ;Z«)ﬂ;ﬂ% Date 20890, 4o
2 A ) A E AT /[
Checked by \ Z ﬁﬁ/ QC Dept. Head "'21)} Vy

FREBX SR E . QA-S8. 2. 4-007,
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Product Name HumanAlbumin Dosage Form | Injection
Fe it s Mmoo 20% S0m! 10g/4
201809113 ot
Batch No. Kk Siz2 20% 50ml 10g/ bottle
=8 ] HRONE
. ! 5
Manufacturing Date 22/09/3018 Valid Until 2H0B/2023
gy | MVHERSRRRIFAE QAQS AT g
Testing According {0 Humar] A lbumin quality specification Report N AD2018113-130
& 2101 0a-04.2.4-001 port N
WEHH FRAERLE EEREES
Test Items Speciﬁcation Test Results
s CEYNCIE e : ,
S L BUSHAMIES LRI o s
. s Only a precipitation line  with
Double Immunodiffusion N Conform to
5 B RS dml-‘h umaq lplasmz%
ldentity o %&{ﬂiﬁ%ﬁ ‘LZ/’JE ’géi
Test g LK IR The main precipitation line shell be R e ilE
Immunoelectropljoresis albumin as compzred with normal Conform to
human plasma
LS %%« G ER O
| &% R
AR The pxoduct shall be a clear, slightly ﬁ/‘fﬁl‘&’“w@w“
Physical Inspection viscous  liquid without  turbidity, Conf?ﬁf{té :
slightly yetlow, green or brown in \
colour.

BERRY

Test for Visible Particles
AV T

Test for undissolvable particulate
BIEIERE/RIKTE (mOsmol/Hg)
Test for Osmole Concentratign
2%t (ml)

Filling Quantity(ml)
aa et
Thermostability Test

pH

GBIy

Protein content

AR (%)

Purity (%)

ENBEF A Rt(mmol/L)
Sodium Content(mmol/L)
i BFE it(mmol/L)

Potassium Content(mmol/L

K

JREAF £ L
Conform to specification
R Ll
Conform to specification

210~-400

Conform to
BmEWE

Conform to

269

o HaE
‘ Conform to

rilE  ARE
Conform to specification % Conform to
6.4~T4" A ,,
TR AL 95.0 % & 00 9 '
3 plotun content shajl b i“ % i ;5 ’L 9?5‘6" &':' ;}
95.0%~10.0% of the anuty of
protein stated on the label ZXA o= fﬁ

i LR =1
>96.0 ' 98.2
<160 128
< 0
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