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Certifidate for the Release of Biological Products
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biological pr

K E AR T Aol IR S B R R RN E A TR

As a minimum, ]
manufacturing

) Hl G ft ¥ & b B %

TR 201900040
Lo LRE201500040
y ’ én 'l!!l;:
Ty .,;“’f..-'?‘f?
RARH A AT R A |
MR miliR e E P FERERTY
201801524 it 201809A114
Lot No.
- 1% 20% 50ml 10g/#K l
Strength
202349 24H %ﬁﬁ 146763,
Quantity

bducts and is approved for refé§§e.\ﬁ?3j, R
X s N

N 7
xJ/ v A
P

'his certificate iz based on review of the summary protocol of
and control.
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No.7 Keyuan South Road, Hi-tech Zone, Chengdn,

Sichuan, P.R.C
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Product Name Human Albumin Dosage Form Injection
Iadntiin: ST 3 20% 50m1 10g/¥K,
20180 4 ’ : :
Batch No. 809411 Size 20% 50ml 10g/ bottlc
e 0] ] A
Manufacturing Date 092018 Valid Until 2470972023
eV :\‘m Hi? ?z-ﬁﬁ%i.mi Q.?‘—Q:‘S.2.4~OOI HEHS ) Do01s114131
Testing According to uman Albumin quality specification Report No
QA-Q8.2.4-001 ’
¥ PRk ESR
Test items Spccnﬁcanon Test Results
Double Imrgunodiffusion n.’, @ precipitation  line  with Conform to
SRR anti-t uman  plasma
tdontity BRI N
Test 5 25 1 5k i The main precipitation line shall be FEmsE

Immunoeledtrophoresis

SRR
Physical Inspection

A K549
Test for Visible Particles
LN RS 7

‘Test for undissolvable pafticulate
VBIE PR RIKIE (mOsmdl /Kg)

Test for Osmole Concent
FeAit(ml)

Filling Quantity(ml)
Pz rhiRg
Thermostability Test

pH

AN EE
Protein content

W (%)
Purity (%)
R B (mmol/L)

Sodium Content(mimof/L]
T E B (mmol/L)

Potassium Content(mmol

ation

L)

albumin as compared with normal
human plasma
BINRERS B SR SR Z A €302 07
ik, BRHBLE b

The product shall be a clear, slightly
viseous  liquid  without turkidity,
slightly yellow, green or brown in
colour. ’
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Cenform to specification
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Ccnfonn {0 speuﬁcanon
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Confcarm to specxﬁcau,od
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mﬂmmm 950 %
The protem content sh

296.0

<150
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Conform to

HEME
Conform to
CRERE

Conform to

PB4 S  QA-S8. 2. 4
QA-S8. 2, 4-007-1:007
1E:2015-12-02 14:18:23
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Product Name Human Albumin Dosage Form | Injection
LS @ % | 20% SOml 10g/
Batch No. ROIBOSAIT4 Size 20% 50ml 10g/ bottle
4 B HEWE 5
Manufacturing Date 25/69/2018 Valid Until 2410972023
1 Kol
oy |LEEAFRERIE QAQRIANL | g
Testi . Human Albumin quality $pecification AD2018114-131
esting According to QA-Q8.2.4-001 ~Report No.
ey BRE! FRAERE B ER
Test[items Specitication Test Results
BICLE .<-
Absorbance 513 002
EWAETEE) . .
Polymer content (%) 0 ‘ S 8 2{3’1& g
S R R (mmolig 8 15 0140~0.180 0.158
Sodium caprylate contgnt(mmol/g protein) I ’ ]3*_7_- T3 A i .
358 B i pglL) b0 QQ$&%§g§ﬁﬁﬁﬂ
Residual aluminum coptent(ug/L) B - _ ,
PKAIU/mI) <35 <10
HBsAg Rt . AIS,'EN‘{ S
Negative Negativgf
Pk R A A F o>
Sterility Test No microbial growth No miigegs
13 RREEE, BEXRERMN, FEn .. b
fix s s oirs renain healthy and survi GRS |
S AR T Guinea pigs (Buinea pigs remain healthy and SUVIVE, - ¢ fyrin
Test For Abnormal increase of body weight )
o p NG, UERERE WEMI a0y
Toxicity RAREE . L wam
. Mice remain heaithy and
Mice Conform to™
_ durvive ,increase of body weight ‘ B
IFA T N & HE : e
Pyrogen Test i Conform to specification Conform to
HIV-1/HIV-2 3 Btk e At
HIV-1/ HIV-2 antibodyy test Negative #79 m:’%‘* ) Negative
HCV itk B 7R NI % Pt
HCV antibody test Negative f‘gy \ N Nepative
(L FEEE ) blank felow 7 ‘_.. e i
it & B
Test Conclusion: Conform to the specification
® & A 2 E & H W
‘Reported by DZ‘&]ﬁ ' : Date 2:918. 10 30
7B A L FER MR
Checked by ¥ 7, QC Dept. Head 771, VA—
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