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Certifiqate for the Release of Biological Products
#2 M RE201800355
LRE201800355 ’
RN 7S Al F et
- Genersice Name
oy RBERARTIAD -
Manufacturer ‘
Mt YU 5 B T A B B RN Y
Address Ty %
%

Expiry Date

W E £401800536 ' e 2018034026
Regi s No Lot No. :
IR W % 20% 50ml 10g/#%
Dosage Form Strength
B 23 A2A 28 14185¥%
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2 No.J Keynan South Road, Hi-tech Zome, Chengdu,
; oz Sichusa, P.R.C .
¢ kB BEARAELT M Code: 610041 115 Tel: 86-28-85281036 !
. ChespduRongsbeny Pharmaccatical Co. Ltd. £ XK Fax: 86-28-85281039
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Certificate for the Release of Products

{E3548 8 /Certificate No.: RS-0123-2018070

7= fh 2% /Nage of the Product: ABEBEH

#5 #:%/Trad¢ Name of the Prodact: __ /

= & #£-5 /Lot No.: 201803A026

7|8 /Dosage Form: EHH

¥ /Specifidation: 20% 50ml 10g/#k

4 72 [ i/ Manufacturing Date: 201843 A3 H

2 ¥OME Valid Until: 3% :A28 l%‘&r
18/ (1 Lot Quantity/Export Quantity: _ 14185 ¥ &
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The produdt mentioned above has passed the check of the process quality control and
the production/test records. It complies with the provisions of &W %Q?lnese
Pharma (2015 Edition) and obtains the certificate for the reléass of biological
products, approved for release. : :
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i Cirtiﬁcat_e_ of Analysis for Finished products

@& % AEHEA N oM 4
Product Name Human Albumin Dosage Form | Injection
P an it R 20% SOm! 10g/}%
Batch No. Bisosaozs Size 20% S0m! 10g/ bottle
B Xz
Manufacturing Date Gpi03/2018 Valid Until 0210312023
o AL R 7 8 R RAFAE QA-Q8.2.4-001
BIEKIE h ) < RERS
Testing According to i ::zns 2':_'33;" Quality specification Report No. AD2018026-043
B IRERE _ WELR
Test ltcns Specification Test Results
I T B REHFARLPE TR BAHE
Double Imnjunadiffusion On!y a pn:c:p:lauon line  with Conform to
235'] bt-'i& anti-human plasma
\deatity TENRAN NSRS
Test R HIK The main precipitation line shall be False
Immunoelegtrophoresis albumin as compared with normal Conform to

human plasma

BOAEH. RERREE K68

Bk, TROBEM.
ST The product shall be a clear, slightly
Physical Inspection . viscous liquid  without turbidity,
slight’y yellow, gran or brown in
colour,
TR B A e
Test for Visible Particles Conform to specification
REEMIR T RIS s
Test for undissolvable parficulate Conform to specification
ISR RAE (mOsndl/Kg) 210~400
Test for Osmole Concentrhtion
R 250
Filling Quantity(ml)
iz thikeg N AR E ¥
Thermostability Test Confonmn to specification ,Conform to
pH 6.4~74 D1
BiJgH5/5 ARG 95.0 %~110.0.% i
HARER The protein content shall :
Protein content 95.0%~110.0% of the quahtiy 4t & % £ X %% % £ 51
protein stated on the label .
BifE (%) B t;x
Purity (%) 296.0 i (e .@33#' pp g
BABT 8 f(mmol/L) 125 s e
Sodium Content(rmol/L) <160 e
|13 B(mmol/L) 9 0

Potassium Content(mmol/L)

B E44S : QA-S8.2. 49007, i M SZESS R FREARBTRBIFER, NHARR: "ERERE NMRE:
QA-S8, 2. 1-007-F007 s&z&f: AN REA: Ul £MOM: 2015-12-2 10:48:15 HEAFLrR: BN TRK
i€:2015-12-02 14:18:23 B1I\K 2"




y ABELREARRELS

b2 g £4
————

_f

—_—

|
(_lcrtiﬁga‘t_e of Ang_!ysis for Finishcq nroduct_s L

(LUFSEL7) blank below

LI 4 AlEEA N B T
Product Name Human Albumin Dosage Form | Injection
Fans | B # | 20% Soml 10g0R
Batch No. 2018034026 Size 20% 50m} 10g/ bottl:
: i H LB/ VES
'~ Manufacturing Date 03/03/2018 Valid Until 0200312023
o g2c A ML (57 B R BBV QA-Q08.2.4°001
sk ki A X o < RERE
. . 1 Alb ] ficat D20180
Testing i\ccordmg to :ﬂg;z 4_‘(’;3 ;n quality specification Report No. A 26-043
s e AT Rsugip
Test Jtems Specification Test Results !
WX AE
<0.15 0.04
Absorbance =
ZXBER%) :
Polymer content (%) <5.0 B e ;!} o ‘%‘39: A 51
FEMHA f(mmolig. 3 E157) 0.140~0.180 i 0.157
Sodium caprylate conte t(mmol/g protein) ’ ) 3 A A. 4~ =
M (L) TR e SO A
: . <200 HUT R EOTY YRS
Residual aluminum content(ug/L.) -
L
PKA(1U/ml) <35
, At
HBsAg Negative
Ao BTN K
Sterility Test . No microbial growth
N RERT, AXRBRN, KEND
s . Guinea pigs remain healthy and survive,
'ﬁs? ?i)ii.i&binnal neaig tnceease ofbody weight o
Toxicity R MR, BESHRE, HRmm
Mite Mice remain healthy and Conform to
survive increase of body weight
KR BAAHE BEME
Pyrogen Test Conform to specification Conform to
HIV-I/HIV-2 $itk Bt Mt '
HIV-1/ HIV-2 antibody te$t Negative Negative
HCV itk Bt Bt
HCYV antibody test Negative

Negative, ...
3 M»‘

Test Conclusion: Conform to the specification

- S 0 " 8 MW L.
Reported by "T”%‘ Date 2or . OY.LL L ]
28 A 2 FR AR 2 95 51 B A !
Checked by 753 v R, QC Dept. Head 7}* ‘/A’
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