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Certificate for the Release of Products
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The product mdntioned abov é‘ﬁ passed tl},echeck of the process quality control and
the production/fest records. [ @nybﬁé@ *.\”f’ﬁe rovisions of the release of Chinese
Pharmacopoeia |(2015 Edition) Agd n@gg\\meﬂ Iriificate for the release of biological |
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No.7 Keynan South Road, Hi-tech Zone, Chengdu,
Sichoan, PR.C

4R Code: 610041

# A Fax: 86-28-84281039
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Cprtificate of Analysis for Finished products

b & AL BHE oo e Bl
Product Name Human Ajbumin Dosage Form | Injection
= Bt BB | 20% 50ml 10g/
Batch No. 201 302Al)zo Size 20% 50ml 10g/ bottle
P HAME .
Manufacturing Date 15/02/2048 Valid Until F4/0212023
A = R 7 R AR AE QA-Q8.2.4-001 iR
: m%mﬁ. Human Albumin quality specification MERS AD2018020-037
Testing According to QA-Q8.24-001 - Report No.
BEME FRAERR & BEER
: Test Items _Specification Test Results
LIS/ 4 : -
| Absorbance <013 /_Q-,OZ—/'. -
BRAEEE%) T oAt H g T
_ | Polymer content (%) =50 o I é; z ? A 12%* a
i FEWIE R(mmol/g HEA) 0.140~0.18 o
Sodium caprylate content(mmol/g protein) ’ o
ERER(gL) 200
Residual aluminum content(ug/L
PKAQU/ml) <35
Btk
o HBsAg Negative
ClmEas RIEH LK
Stenbty Test No microbiz I growth
BB, BERBRMN, HEHM e
Guinea pigs remain healthy and survive e ﬂ%
AHBERE ) Pigs femain heallhy *  Conform to
, nerease of body weight
Test For Abnormal (BT S Bl T A g AT
‘o SEARTE, HERW SR, IR e
Toxicity g . FERE
1 Mice remain thealthy ard Conf
survive ,increase of body weight ontorm g
AR RiFF& g e
Pyrogen Test Conform to specification Conform to
HIV-1/HIV-2 4k 155 Bt
g HIV-1/ HIV-2 antibody test Negative Negative
| Hevik G Bk
G HCV antibody test Negative - Negative
3 (BL FZE) blank below
REHi: = ‘5%
Test Conclusion: Conform to the soec’ W"‘ /
# & A N
Reported by *‘:T"%‘
g % A ~7 E%ﬁi@ﬂﬁ,
Checked by )Jg' v B?n QC Dept. Head :
X ESES : QA-58.2.4-007, PRI “RBELANE VR IERS, XKRIM: “2/8E wd's .
OA-$8,2.4-007-FOO7 KEAS: A N1 REA: GfF £WBR: 2015-12-2 10:48:15 HEAPLE: 8 TRE
18:2015-12-02 14:18:23 (&8 2 D3\3f 2 1)
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 64~74 ,,
REJbFR LY 95.0 %

00%

Loowom | e
Dosage Form Injection
% 20% 50ml mg/#E
Size O% 50ml 10gj botﬂe
HUIRE
Valid Until mema
"')\lmaﬁ f”unﬁﬁ’ﬂ‘ﬁf QA-Q8.2.4-001 ReEgma Seha aiaie e
‘| Human Albhmin quality specification S ‘:m Nj) AD201802Q¢037 -
QA-Q8.2.4J001 ekt :
iﬁfﬁlﬁﬁ HRAERL - RESR
Test ltems , Spegification Test Results
: ,1}1 SHAMME LIRS Sy A
: Eoo o D %‘Ei
~ Only a precjpitation line with
e Il Confomm.
anti-human  plasma o
TR AN AR e
HEHE

Conform to

mass
Conform to
HEHE

Conform to

The protein content shall be, . |

95.0%~110.0%
protein stated on

>96.0

<160
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