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The prpduct wentioned above conplies with the relevant provisions for lot release of
niological products and is approved for velease

As a

manuf] cturing and control

ininun,‘fhis certit‘icate is based of review of the summary protocol ,ot"

mewﬂamm!Mz#&mﬁmm&m%%ﬁmm.




#m

N N WA

TR W T T T I T T N T T G M, K, R YR TR S T M M, N ., N, W W

LS IS VR e LN T N EN

m
FEENRREYNEZ RS RMENR 7 S
No.7 Keyusa South Rowd, Hi-tech Zows, Chengdu,
. Sichuan, PR.C '
PR TEL S YN M# Code: 610041 W% Tel: 86-28-85281036
Pharmacentical Co., Ld. oK Fax: 862885281039 {
ERERORE
. 0 (]
Certificate for the Release of Products
TEH 885 /Certificate No.: RS-0123-2018082 E
' ;
7 $a & /Najme of the Product; Al 1R 2
ﬁﬁﬁﬂ:j Name of the Product:  / J
8 #t9/1Lof No.: 201803A038
i3 /Dosage Form: i d g
RS tiom: 20% 5omi 10g/#X o
N
87 [ %/ Mhnufacturing Date: 201843 431 H hg N
R _,"‘T\J
HCAZ/Vagd Uatils 262395 A 30 H L
#t A/t 118 fLot Quantity/Export Quantity: __ 14324 J o g

BAHRRRREAL~RRSRRNE, AREBRE (FERHR 2015 &
M| R (EWNBRERES), BTRE.

The producy mentioned above has passed the check of the process quamy control and
the produ records. I complies with the provisions ef the releass of Chinese
Pharmaco (2015 Edition) and obtains the certificate for the relezse of bioloyical

products, roved for rolease.
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Product Name Hpman Albumin Dosage Form | Injection
it s 2 B 20% SOm) 10g/Mi
BachNo, | 2]1803A038 Size 20% S0m! 10g/ bottle
4P AME
Manufacturing Date | > {0>/2018 valid Uit | 20072023
1 5 3 A7 & KU HE QA-Q8.2.4-001
me kB h . e  MERS
Testing According to %ﬂ& }2“238;’. quality specification Report No. AD2018038-055
g ] RERE 3743
Test It Specification Test Results
AR WSHAMDREEARE —  meme
Double immpmodiftusion Y @ "”ﬁ;‘;’m ndee Wi Conform to
iﬁl{%&é FERERANANEEA
Test S Ha Ik The main precipitation linc shall be  #F&MsE
Immunoclecfrophoresis albumin as compared with normal Conform to
huinan plasma
B AR, RERSEERAERY
- Wik, FRHIREMR. o e
The uct shall be a clear, slightly A+ ?’};_
Physical Inspection vnscofx?d liquid without turbidity. Confoﬁ%( \L . N
slightly yellow, green or brown in Nl
colour, o e o
HERY BLAF& R ﬁﬁ'iﬁﬁ oo Ju
Test for Visible Particles Conform to specification Confosmi 1o _ y
AEBERRRE REFARE id:y i ._L" T
Test for undissolvable pafticulate Conform to specification Conformw '
BB ERERERE (nOsapl/Kg) o )
Test for Osmole Concentfation 213~400 2
¥ B(ml) >5) FamE
Filling Quantity(ml) = Confgrm to
IR REFF A FEAR
Thermostability Test Ccnform to specification . Confosmio
pH 6.6~74 o "l(
B YobrR ) 95.0 %~
RARER The protein content shall e\ §. 53 5’1 gid 'ﬁ'& i- x4
Protein content 95.0%~110.0% of the qu my of m
protein stated on the label ]l’ UA += =Y
AL (%) 266.0 P Eh il B
Purity (%)
YT & B(mmol/L) -
Sodium Contenl(mmoULD =160 121
ME T4 R(mmol/L) < 0
Potassium Content{mmo}/L) '
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Certificate of Analysis for Finished products
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Product Name Human Albumin Dosage Form | Injection
&S ;B | 20%50ml 10g/%K
Batch No, + 1803A038 Sizz | 20% Soml 10g/ botle
et st i ARORE
Manufacturing Date 3}’ 0372018 Valid Until | 20032023
i 38 F 7 & AR AE QA-Q8.2.4-00]
e kiR A P MERS
Testing According 1o un-'tém8 gm:n quality specification Report No. AD2018038-055
BENE BRENE BESR
Test ltpms Specification Test Results
Bt <G |
Absorbance <0.15 0.02
ZREXR®%) <5.0 15
Polymer content (%) - W +38 4y .
FRwAR(mmolly KER) 0.140~-0.180 REREA 1(];1?37 Tad
Sodium caprylate contenf(mmol/g protein) : ’ ] O 14 A ‘
ERERGeL) < om By Bo FH TS
Residuat aluminum contgnt(ug/L.) 20 F HH #‘L‘[ -;__[185 ;ﬁ S
PKA(IU/ml) 5 =10 \ :
Bt Be m*A\ %\ -9
HBsAg ‘Negative Negative’ & / /% .
EERE ISF R %Eﬂﬂ:{& - \;rl;-
Sterility Test 'No microbial growth No mtq'obiel gromim \ &)
Test For Abnommal | PRET, HESERE, KEMN 0.
Toxicity AR ‘Mide remain healthy and HaRE
M survive ,increase of body weight Conform to
MIERT NFaME TERE
Pyrogen Test 'Conform to specification Conform to
HIV-I/HIV-2 34k ;13 MtE
HiV-1/ HIV-2 antibody tqst ‘Negative Negntive
HCV $iék e [(31:3
HCV antibody test Negative Negative
(EUFF1) blank beldyw '
HEie: & #
Test Conclusion: Confora to the specification 7
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