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e for the Release of Biolcgical Products

o #HAE & $201900270
gl S LRE201900270
A
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FRER ABEEE, -
Generic Name - k
e 1ol 4 AR AT R SR A A
Manufacturer
ik 9138 AR T R X R R R R R TS
Address . '
ke e E201900424 fits 2019024016
Regi ] Lot No.
egis. No
R SeRnE ol A% 20% 50ml 10g/¥H
Dosage Form Strength
BRmE 20244F2 418 W 1447508
Quantity

Expiry Date

ZEE, RS SMEROE RHE, TUER.

The product mention
biological produets

ERTERUE S DU

As a minimum, This cd
manufacturing and cd

ed above complies with the relevant provisions for lot release of
and is approved for release.
H o
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;LifiCété;is based on review of the summa}y protocol of
ntrol.
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No.7 Keyuan South Road, Hi-tech Zone, Chengdu,

Sichuan, P.R.C

PES TR TR LS T #E% Code: 610041
ChengduRongsheng Pharpn aceutical Co., Lid. # ﬁ Fax: 86*28-85281039

ERERERBIUE
Certiﬁgate for the Release of Products

E P4 S [Certificate No.: RS-0123-2019061

H1i% Tel: 86-28-85281036

-

7 B 2 %% /Name ¢f the Product: AMEER

75 i 4 /Trade Ngme of the Product: /

= i it 5/Lot Ng.: 1201902A016

#1% /Dosage Form: S
m@r/sﬁmgth: 20% 50ml 10/
#: 7 H #/ Manyfacturing Date: 201942 A 2 H
1 ¥ £ /Valid Until: 202442 A L H

8/t 0 B /Log Quantity/Export Quantity: _ 14475 H B

R R B, Al R CREERD 2015
B LA R R, BT RAT.

The product |
the production
Pharmacopoeﬁ
products, appfoved for release. -

(2015 Edition) and obtains the certificate for the rel
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Product Name Human Albumin Dosage Fo Injection
Pt S A B | 20% 50ml 10g/E
Batch No. 2019024016 Strength | 20% 50ml 10g/ bottle
Gzt v HHZE ,
Manufacturing Date 0.2,02/2019 Valid until 01/021204
I A R E R R R B Gims
QA-Q8.2.4-007 G TR
Test According to  {|Human Atbumin internally controlled Report No. AD2013016-025
quality specification QA-Q8.2.4-007 e ]
REHH e RELSE
Test Item Specification Test Result
NEWAMHARDE>=ENRS, 5D FE.
RERT L REMEROR R S, A
Double Only a precipitation line with anti-human serum or Cor?form to
£%3%% Immunodiffusion plasma, but ne precipitation line with anti-horse,
Identity anti-bovine, anti-pig or anti-sheep serum or plasma.
Test SEFRAMERMELE, FEFRENNEE
S H Bk A & "o
;;‘;‘m”"“‘“mph"’e The main precipitation line shall te albumin as Conform to

compared with normal human plasma

NARER. RERJETREEHRE, TN

{ﬂfﬂﬁﬁla A4 2
S The product shall be a clear, slightly viscous liquid Frame

Physical Inspection without turbidity, slightly yellow, green or brown in Conform to
colour.

QRS MM E FemE
Test for Visible Particles Conform to specification Conform to
REERRAS B MREME | fEME
Test for undissolvable parficulate  Conform to specification Conform to
BB 5B RIRIE (mOsnjol/Kg) ; '
Test for Osmole Concentﬂtion 210~400 213
3 & (ml) 50 & HsE
Filling Quantity(ml) - Conform to
B Rt A . HaKE
Thermostability Test Conform to specification Conform to
pH 6.4~74 72 ORI,
BERA R : BINRRERT 95.0 %~110.0 % ‘, v "w “:?"zx
Protein content . The protein content shall be 982 T

| quantity of protein stated onfthe labe ' o X
HE (%) ; 1
Purity (%) (2010 R
B T4 B (mmol/L) <160
Sodium Content(mmol/L) = / o :/
G F& B (mmol/L) A
Potassium Content(mmol/Ll) = e
TR
Absorbance <0.15 0.03 J

QA-S8. 2. 4-007-F007 KRAS: A \ 3 EREA: ME WO 2019-01-23 15:47:33 LAIAFS: M &

PiBXPSRS : QA-58. 2. 4%7. FIBXIBIR: FRERRBITER LR, NE2M: FRRERE THNES.
B918):2019-01-24 10:53:32[ 10\ 2 73]
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Product Name Human Albumin Dosage Form | Injection
Fea it s ;M % | 20% S0ml 10g/f
Batch No. po1902A016 Strength 20% SOml 10g/ bottle
=t ARMZE
Manufacturing Date g‘%{f)2/2019 Valid until 01/02/2024
—— A\ i (5 2R 4 R A RS
; QA-Q8.2.4-007 £
Test According to | [Human Albumin internally controlled Report No. AD2013016-D25
quality specification QA-Q8.2.4-007
wEpH FRAERLE BESR
Test jtem Specification Test Result
EREER®) ,
Polymer content (%) 4.0 25
RS B(mmol/g iﬁﬁ) .
Sodium caprylate conterjt (mmol/g protein) 0.140~0.180
EREERQeL) p . @ &N
Residual aluminum contpnt(ug/L) =100 LY S R A
PKA(1U/ml) <30
it = RN E
HBsAg HLE {4A
Negative Neg;
TRRE A EA K TEEK
Sterility Test No microbial growth No microbial growth
R BN AR, AERH R, B
Rk I 4 5% B R B e
inea pi Guinea pigs remain heslthy and survive Conform to
BEENRE pigs the observation period, no abnormal
Test For Abnormal reaction, increase of body weight
Toxicity NRRA R, AERE R, B
ARRR B R RS ERIE HoPE
. . 0 =
Mice Mice remain healthy and survive the Conform to
observation period, no abnormal
reaction, increase of bocy weight )
AERAE NERFERLSE BEsE
Pyrogen Test Conform to specification Conform to
HIV-1/HIV-2 Hidk ke L
HIV-1/ HIV-2 antibody fest Negative
HCV itk Rt
HCYV antibody test T Negative
(LU F55F) blank befow :
REL® & %
Test Conclusion: - Conform to the specification
®w & VAT 2T o ® &% H M
Reported by 0)2) % /?K i Date
g2 % A 2 FREREBAHA ' )
Checked by Yg % / QC Department Head -—"}"'\.E

FRSTRS . (A 56.2|4-007, FBXESR: FousRRTaR ey, YESH: FBRRRE JHES:
QA-S8. 2. 4-007-FOOT KAE: A\ 3 REA: N EHOM: 2019-01-23 16:47:33 LAMPT: KEW TR
978): 2019-01-24 10:53{32[& 2 A\R 2 ]




