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The product mentioned above has passed the check of the process quality cont;;l and
the productjon/test records. It complies with the provisions of the relcase of Chinese
Pharmacopgeia (2015 Edition) and obtains the certificate for the release of biological

proved for release.
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Cerﬁﬁéafe for the Release of Biological Products
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Generic Name .
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Manufacturer l ;':." -
Hudik JUAR AR 4 X A5 I R e 1 5
Address
WS Bp01801484 Hg 2018084097
Regis. No Lot No.
i H5 ik £0% 50ml 10g/¥i
Dosage Form Strength
HRmz 242348 158 ’ M‘ﬁ , 14509} 5
Expiry Date Quantity -
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The product mentlioned above complies with the relevant provisions for lot release of
bxologlcal products and is approved for release.
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| As a minimum, Thig certificate is based on review of the summary p; ol of] ?S’ (g
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Product Name Hpman Albumin Dosage Form | Injection
Pt S ' # ¥ | 20%50ml 10g/#
- Batch No. 211808/\0‘97 Size 20% SO0ml 10g/ bottle -
Chadzb HEME ;
Manufacturing Date 14/08/2018 v Valid Until 150872023
, M EEE &R RFME QA-Q8.2.4-001
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P . man Albumin quality Specﬂ' ication AD2018097-114
| Testing According to |. -Q8.2.4-001 Report No. ' -
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A i i e win e
Double Imnjunodiffusion yh P 1;‘ P ‘ ~_ Conform to
g%ﬂﬁ% anti-human p«lsma
Tiontity | | RGN RS
Test Gk _ The main precipitation line shall be memE
R [mmuncele¢trophoresis albumin as compared with normal Conform to
human plasma
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Vi : The product- shall be a clear, slightly FaMe
Physical Inspection viscous liquid without twbidity, ~ Cenformto
, siighily yellow, green or brown in
colour.
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| Test for Visible Particleg Conform to specification
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“Test for undissolvable particulate Conform to specifi \
BEER/RIE (n0spol/Kg) N 7S
Test for Osmole Concerfration . 210400 Z_’: -
| D - 250 A
Filling Quanuty(ml) v - LB T
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Thermostability Test Conform to specification "~ ’ #  Conform to
pH 6.4~74 ; i A
iRk 95.0 %~ 1G04 L sg g
HARSR * The protein content shall S X O £ 2& 5
Protein content 95.0%~110.0% of the qu Ofl.'.Zl : :
T v protein stated on the label} %: by . FA =
PR (%) 2560 | 4]a 1{1\ :%;sﬁlg ﬁ:} 2
Purity (%) ’ T S :
485 T & B(mmol/L) -
| Sodium Content(mmolfL) =160 123
M4 B(mmol/L) o 0
‘Potassium Content(mmbpol/L) - :
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a Product Name | Human Albumin Desage Form | Injection )
it 3 | 20% S0ml 10g/K
Batch No. 01808A097 Size 20% 50m1 10g/ bottle -
e E HRHE '
Manufacturing Date 161087201 8 Valid Until 15/08/2023
e N B A7 SRR AR QA-Q8. 2.4-00! .
Tegti W uman Albumin quality specification BERS | Ap2018097-114
esting According t0 {1~ -08.2.4-001 Report No.
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. Abso{r;){ance <0.15 0.03
| 2 REER®%) < '
Polymer content (%) _ ‘-"S'O ’i‘g ﬁ <3 fp 3!’-%.? 3 i‘ FEOPR -s’*]
FEEE R(mmolig fELR) 0.140~0.180 0.159 |
| Sodium caprylate con t(mmol/g protein) ST Fﬁ: ] & e NN T
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Residual aluminum cqntent(ug/L) ; : , '
PKA(IU/m1) <5 <10
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HBsAg Negative -
EWAE |5 A S
Sterility Test No microbial growth
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- " e Guinea pigs remain hez! Ithy and sumve,
FHBLRT Guinea pigs ~ increase of body weight
Test Por Abromal | st ML, AESHEER, KEAM
Mice Mice remain healthy ard
B ! survive ,increase of body weight
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: Pyrogen Test: Conform to specificatio:
HIV-1/HIV-2 HidE e
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"HCV antibody test | . Negative _ ve
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| Test Conclusion: ~ Conform to the Specnﬁcatmn )
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