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Generic Name
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Manufacturer
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Address
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Regis. N Lot No.
egis. No
bilES ot 1 HiA 20% 50ml 10g/#k
Dos , ‘ Strength
osage Form
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The product mentioped above complies~with the relevant provisions for lot release of
biological productk and is approved for release.
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ertificate is based on review of the summaty protocol of
ontrol.
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No.7 Keyuan South Road, Hi-tech Zone, Chengdu,

Sichuan, PR.C
HE 4 Code: 610041

HLiE Tel: 86-28-85281036

ChengduRongsheng Phirmaceatical Co., Ltd. 43 Fax: 86-28-85281039 ’
“RTEREHBIUE
Certlficate for the Release of Products
EH4E /Certificate No.: RS-0123-2019062
% B, 4 ¥} Name of the Product: NNk =]
% §444 Mrade Name of the Product: /
7 itk S /Lot Np.: 1201902A017
1 %!/Dosage Fopm: S
# k% /Strength: 20% 50ml 10g/}
#: 7= H #i/ Manpfacturing Date: 2019462 A 4 H
2 ¥ ZE /Valid |Until: g 2024 £2H3H
B/ QR Lqt Quantlty/Export Quantnty: 5 ' 14190 i)
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the productiop/test records. It complies with the provxsions of the release of Chinese

The product lEentloned above has passed the check of the process quality control and

Pharmacopoe
products, appfoved for release.

(2015 Edition) and obtains the certificate for the rel
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Product Name Human Albumin Dosage Form Injection
it e B % | 20%s0ml 10g/4
Batch No, 2019024017 Strength | 20% S0mi 10g/ botle
CHadsE HFRME
Manufacturing Date %{QZQOI 9 Valid until 03/02/2024
I A ML 2 A B R A -
PA-Q8.2,4-007 WS :
Test According to Human Albumin internally controlled Report No. AD2019017-026
- uality specification QA-Q8.2.4-007
BEmE PR WEL R
Test Item Specification Test Result
ﬁZSﬁAmiﬁEﬁm&?"iﬁiﬁ&. 5455, 54, i
SRR B 7k ﬁima‘%ﬁﬂwﬁ?ﬁf“iﬁi@& N
Double Only a precipitation line with anti-human serum or Co:fonn ”
X585 Immunodiffugion plasma, but no precipitation line with anti-horse,
Identity anti-bovine, anti-pig or anti-sheep serum or plasma.
Test SEHAMBERMEH R, ETHEURENIAE
FR ki f o s
;?s‘m“"“'““"phm The main precipitation line shall be albumin g Conform to
compared with normal human plasma
o] 2 N %@.i’iﬁ‘@’éﬁéﬁﬂﬂi&ﬁi, E A
s tHBL o B
: . The product shall be a clear, slightly viscous liquid
Physical Inspection without turbidity, slightly yellow, green or brown in Conform to
colour,
] L34 RefF &4 e TFaMsz
Test for Visible Particles Conform to specification Conform to
TR ER R 2 BFaEmE . FaME
Test for undissolvable partichlate  Conform to specification Conform to
BB BRI (mOsmo Kg) ‘ ‘
Test for Osmole Concentrati¢n 210~-400 275
R (ml) o e
Filling Quantity(mi) £ Conform to
AE R R RRE& 5 . TAME
Thermostability Test Conform to specification ) Conform to
pH 6.4~74 é 7.1
RIAARRR 95.0 %~110.0 9%
5 o?e:ﬁﬁfe 4 The protein content shal] be . .0% of The 98.4
1 conten quantity of protein stated on 7 4 R ’ff;_ NG
A (o) >97.0 P WMN
Purity (%) - i B
AT & B(mmol/L) <60
Sodium Contcm(mmo!/L) -
BT B (mmol/L) <
Potassium Content(mmol/L)
W
Absorbance =0.15
PTEE X P44R-S . QA-S8. 2. 1 007 - |FTE X R FREZRNTEET EP, NESZIR: RRER
QA-S8.2.4-007-F007 &S A \3 BEA: UB 480 2019-01-23 16:47:33 WgIEPS, KRR
6Y181:2019-01-24 10:53:32728 PSR 2 7]
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Product Name Human Albumin Dosage Form | Injection
= Gt M & |20%50ml 10g/#f
Batch No. 2019024017 Strength 20% S0ml 10g/ bottle
= . HEMZE
Manufacturing Date "9‘}(02/2019 Valid until 03/02/2024
R A EAE AR BRI
QA-Q8.2.4-007 RE®mS
Test According to Human Albumin internally controlled Report No, AD2019017-026
quality specification QA-Q8.2.4-007
REMHE PR BES R
Test Item Specification Test Result
ERESE%)
Polymer content (%) 40 27
FRWE Rmmolg EH M) - .
Sodium caprylate contdnt (mmol/g protein) 0140~0.180 Y :é % ;3 4 'ﬁ’ﬂg‘ i* 2{-12{ 3]
BRER(L) <100 "
Residual aluminum corjtent(ug/L ) - F 03 4 e -
L ——
PKA(IU/ml) <30 an 1 58 THE
HBsAg Bt — ]
Negative Negative
EHBE MK LK
Sterility Test No microbial growth No microbial growth
RERRN2E7, BXR% RN, B
Bt Bt R K R {2 2B S 48 A
Cﬁi\in ea pigs Guinea pigs remain healthy and survive Conform to
REBHGE Pig the observation period, no abnormal
Tes tJ For Abnormal reaction, increase of body weight
Toxicity BB ERE, BERNRN, B
NE R B4 R ER#EE\‘BSDH HemE
Mice Mice remain healthy and survive the Conform to
observation period, no  abnormal
reaction, increase of body weight '
KRR BIRFE R , &M
Pyrogen Test + Conform to specification Y Conform to
HIV-1/HIV-2 $i4k Bt ! B
HIV-1/ HIV-2 antibody tdst _ Negative Negative ™ N
HCV $itk R T ¢
HCV antibody test Negative Negative
(UUTEE) blank belo b, B
RELW a %
Test Conclusion: Conform to the specification
& A ® & H #
Reported by /;’2\ &,\[ZL Date
¥ B A ' RERERHRFA
Checked by \z %/ QC Department Head
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