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i Certiffcate for the Release of Products
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: \E4545 2 /Cortificate No.: RS-0123-2019044 |
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! P4 %/Name of fhe Product: Al EEHE z

£

¢

{ ##4%/Trade Name of the Product: __/

‘ |

| PRt S Lot N 2018124130 ' /

:2 #1%4/Dosage Form YESH S :

ﬁ K¢ /Strength: 20% 50ml 10/} : ‘

* . \ o ,‘f

| 47 H )/ Manufafturing Date: 2018412 A15H EEIR 4

" O 2 Valid Unftits 20234 12 A 14 H '

: #8/81 11 /Lot Quantity/Export Quantity: 14248 #ii g
Pt R R A R R, AR RS CREZ 2005 &

D RRAIRHE, PR (&%ﬁﬁ&ﬁtﬁﬁﬁ.*ﬁ), ETFBUT :

i The product merjtioned above has passed the check of the process quality control and é

i the productxon/kt%t records. It complies with the provisions of the release of Chinese §

3’; Pharmacopocia (2015 Edition) and obtains the certificate for the release of 9nﬂogau;’ g
¢ products, approvpd for release. L § ‘
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Certificgte for the Release of Biological Products
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Manufacturer

Huht Eﬂ)‘lﬁ‘!&#ﬁiﬁﬁzﬁiﬁﬁﬁﬁdﬁﬁﬂ‘%

Address '

KiRmS 1900129 #s 2018124130

Regi Lot No.

egis. No

brilkis) R e Mk 20% 50m1 10g/¥8

Dosage Form ‘ Strength

HEME  20b3d128 140 SR 14248}
Quantity

Expiry Date

LWHE, LR FEUHSMEROHINE, FUBR.

The product mentifoned above complies with the relevant provisions for lot release; of i £
biological produdts and is approved for release. ;

FERARZELETF LA R S E R R SR W E N S ETER.

As a minimum, This |certificate is based on review of the summary protocol of
manufacturing and jcontrol.
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Product Name || Human Albumin Dosage Form | Injection
FEaHE M # | 20% 50ml 10g/E
Batch No. 2018124130 Size | 20% SOml 10g/ bottle
A HAIAE
Manufacturing Date | '5/12/2018 Valid i) | 14/12/2023
St Al B & A AR R : SEle
3 | QA-Q8.2.4-007 4%
Test According to | Human Albumin internally controlled { Report No. SUZIS0E00
| quality specification QA-Q8.2.4-007 :
o S A RELR
Tes{Item Specification Test Result
| Polymer content (%) T :
FRME Bmmolg FAMK) - : ey ¢
Sodium caprylate conteht (mmol/g protein) 0.140~0.180 £ . 3}_‘@}'&?3{3&\*5}"
FREEL) <100 sEEEax e
| Residual aluminum confent(ug/L) - : : : 3
A(IU/ml) B o an 10
B i B
HBSAg N&g&ﬁ‘ve A ' NCg aﬁw«;', ;i;»?l[.:’ e
TERHE ' NEEEK b5 SRR
Sierifity Tesi No microbial growth No mii¢robial growth
ﬂ?ﬂlﬁﬁﬁﬂ@ﬁ. BEFERRE, 2 0
45 R PR AR T R | A T
aﬁeﬁ;&; Guinea pigs remain healthy and survive g)ﬁfgtﬁo ey
REBIHNE pigs the observation period, no abnormal - e
Test For Abnormal reaction, increase of body weight ;
Toxicity DRNLSERE, BEREREN, S :
Mice Mice remain healthy and survive the C onfortn to
observation period, no abnormal
reaction, increase of body weight
R R o5 HAWE
Pyrogen Test Conform to specification Conformto
HlV'IMV“Z m“* mﬁ Iﬁﬁ p i At
HIV-1/ HIV-2 antibody tgst Negative pative’ s 15/
HCV $itk Bt
HCYV antibody test Negative
(UL FZE) blank beldw
Kedin B
Test Conclusion: Confarm ta the specification
®H& A ® % H ¥
Reported by ?‘} &J lzJ Date
g #% A 3 : BRI TA
Checked by Y s QC Department Head
P SIRS : Qa-S8.2. 44007, M TS . FRERRBITER IR, XS0 FoREhs NES:
QA-58.2.4-007-F0O7 KRAR: A\ 2 REA: WK SHEM: 2018-10-30 15:22:01 MFBPOR: KEH T8
B¥iE): 2018-10-30 16:07: 11{%5 2 Fi\s¢ 2 77)




& % Al EES i/ B

Product Name Human Albumin - | Dosage Form Injection
P HE B #% | 20% 50ml 10g/g
Batch No, 2018124130 Size | 20% 50m! 10g/ bottle
&rF=HY ; Rz
Manuf: ing Date 15/12/2018 Valid until 14/12/2023
&%ﬁk‘%‘ A 5 69 2 R A B
] QA-Q8.2.4-007 R
TestAccordingto || Human Albumin internally controlled Report No. AD2015130.003
Jquality specification QA-Q8.2.4-007 { v :
REHE j wEHE HELR
Test Item ’ _ Spx iﬁgation TestResult
S B H: Wi HEm AL . BoE
: Double Only a precipitation line with anti-human serum or c o:fonn &
| £5R%  Immunodiffusion plasma, but no ‘precipitation line with -anti-horse, ey

| Identity anti-bovine, _fpigoranti«si)ecpsenfm or plasma. V&
A - RrE
2’;‘”"”‘”’ " The main pracipitation line shall be albumin as Conft
compared 'with normal human plasma e
RARER. RERGETiEemawG, R
S HIEM.
Dhuc . The product shall be a clear, slightly viscous liquid - A
Physical Inspection without turbidity, slightly yellow, green or brown in Conform to
colour.
| TR IVESEEy S T "aMsE
Test for Visible Particles Conform to specification Conform to
BRI RifF &M ez
Test for undissolvable parficulate Conform to specification Conform to
| BEEBERIRE (mOs I/Kg) -
| Test for Osmole Concentration 40400 282
| R (mi) >50 HEME
Filling Quantity(ml) b Conform to
AlaE e NFEME THEMm errre
Thermostability Test Conform to spegification Conformfo i\ {5
| pH 6.4~74 71 W
| = REYERR B 95.0 %~110.0 % L
: »iif?oﬁmt The protein content shall be 95.0%~110.0% of the 98.6 &
quantity of proteiin stated on the fabe] L )
M (%) x . WAZEal 7
Purity (%) =70 RS S ERLS LOg T
W T4 & (mmol/L) NG
Sodium Content(mmol/L) <160 | #& e _?5]% %w
T 4 B gmmollL) . FmEels i
Potassium Content(mmol/L) ,
R
Absorbance =0.15 0.03

QA-S8. 2. 4-007-F007 pR& A\2 RBA: UG SREIM: 2018-10-30 15:22:01 HEIAPS: kpEm TH

PBXI%RS . A-s8. 2. HJ. P X ER ¥R . F&&ﬁ&&ﬁz&gﬁlﬁfﬁm XiSOR: FRRERS XiS5%s:
<
B918):2018~10-30 16:07:11[58 1 W\R 2 31)




