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d Sichuan, PR.C
RA RN Rl KL 00 KA Code: 610041 Wi Tel: 86-28-85281036
Pharmsceaticsl Ce., Lad, X Fax: 86-28-85281039

FRERERIE
Certificate for the Release of Products

R B /Certificate No.:  RS-0123-2018087

7 2 B/Nashe of the Prodact; JNIEE 2

No.7 Keysan South Road, Hi-tech Zome, Chongdu,

ﬁﬁ%ﬂhMNme of the Product: /

Fﬂa‘t&%ﬂmFﬂoJ 201804A043

R X /Dosage *om: EHR

M H%/Specificytion: 20% S0m) 10g/%%
A H %1/ Mapufacturing Date: 201844 A 12 H

A BFAE/all Uniil: ' 2323 E4 8118

R Quentyport Qunty: _1TSE L

BAPEYRRREMRLE R ERYE, AREANE CPEBA) 2018 F
IR, | MR CEMMARERES), BTRE.

The product!mentioned above has passed the check of the process quality coutrol and
the produ:I:ltut records, It complies with the provisions of the release uf Chinese

Pharmaco (2015 Edition) and obtains the certificate for the release of 'Hbiogiml
products, approved for release. '

B2 ) /Qualified Person :

Cofficint seal 24 ) ﬁ\ ﬁ%

2018 £ 7 A 16 Bri6™ Jul. 2018
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H
CerﬁﬁFafe for the Release of Biological Products
it % X $8201800420
LRE201800429

Pl E 2 N1 T T

. - . T W
Generic Name T
= ek REEERWAW T2 - A ::\
Manufacturer L - Y

o L
stk 0101445 P52 T A X A A0 S R a7 0O
Address *{.\Qé‘ " lk"v"
i me E201800705 i) 2018044043
Regis. No Lot o,
Rx VERF R Kt 20% 50ml 10g/Mi
2 Dosage Form Strength

BN 20235545111 4 X 14475
Expiry Date Quantity T
el Y Pr o F L T oy FLURR.
The product mentioned above complies with the relevant provisions for lot release of
biological prpducts and is appraved for release.
KM R T D HT 3 Rl =g U R QN 1038 RS O AR AR
As a minimum, This certificate is hased on review of the summary protocol of
manufacturing f|and control.
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Certificate of Anatysis for Finished products

o H INiil 2k {5 U M
Product Name Humgn Albumin Dosage Form | Injection
Batch No. Size 20% S0mt 10g/ botile
£rHm ARUME 0472
Manufacturing Date 12/0I1f2018 Valid Until i 023
- N &R a7 S bR QA-Q8.2.4-001 N
& AR Hurjan Albumin quality specification SRS AD2018043-060
Testing According to QAJ08.2.4-001 Report No.
wEMA PRAERsE nESR
Test items _ Spexification Test Results
= ; o
LAY B gnlll mfm mrzfi;ﬁ:t%iﬁ:\ﬁ%m with wame
Double Immugodiffusion y‘ P Conform 10
IR A e
Identity ‘ TEmRemAaEn
Test S AE PR The main precipitation line shall be HaME
Immunoelectrpphoresis albumin as compared with normal Conform 10
human glasma
Mﬁmﬂm\ﬁﬁﬁﬁégﬁﬁﬁw
Wi, TRHBER. .
43 The product shall be: a clear, slightly FAENE -
Physica! Inspection visccus' liquid  without  turbidity, Conform to A
slightly yellow, gresa ur rawe in , .
colour. R
o iLRY FiFGE oy Rraew K ‘\'\‘fﬁ
Test for Visible Particles Conform 1o specitication TN Conformto . ., A
PR3 L g PRE AR R 550 3 :
Test for undissolvabie parfjculate Confori to specification Conform 1o
B FRRURIRIE (nOsmof /Ke) N
Test for Osmole Concentrgtion 210~400 214
R(m) 50 FERE
Filling Quantity(ml) - , Conform to
LY YT ARG IR E RS [ARE
Thermostability Test Confonn to specification Conform to
pH 6.4~7.4 7.0

K B

Protein content
il (%)

Purity (%)
N1 ¥ fik(mmol/L)

Sodium Content(mmol/L

AT & it (mmol/L)

Potassium Content(mmolL)

R 94% 7R Bk 95.0 ¥~

The protein content shal
95.0%~110.0% of the g
pretein stated on the labgl

>95.0

<150

EEE AL PBIEAT

it e BE
k3

<

0

RN RS . QA-S8,
0A-S8. 2. 4-007-F00T7 KK
i&:2015--12-02 14: 18:23

9
-

E&: A\
) GI\R 2 DT

7. FEYKRR: FREARBITERIE
BEBA: W

Bp. XKKR: FREEMRS
/O 2015-12-2 10:48:15 MWEBPS: =] 2]

NH4RE

TRE
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Certificate of Analysis for Finished products

Hh A AL EA % ESN
Product Name Hygman Albumin Dosage Form | Injection

A ™ K| 20% SOm] 10g/KK

Batch No. 20’ 804A043 Size 20% 50ml 10g/ bottle

HN ARME
Manufacturing Date 1404/2018 Valid Until 1110472023

Ao 5 a8 R AR AE QA-Q8.2.4-001

R i . R REES

Testing According to &an Albumin quality specification Report No. AD2018043-060
-008.2.4-001
e ALz LR
Test Ite Specification Test Resuits
LR
Absorbance =0.15 ‘ 0.04
£ WA R(%) < L Ex «
Polymer content (%) 530 % & & X ;5 Ak %"' ‘ﬁ“ k2. &
FMME R(mmollg HAR) -
Sodium caprylate contentfmmeol/g protein) 0.140~0.180 o, S 159
Residual aluminum conteft(ug/L) -
PKA(IU/m!) <35 <10
. Rtk 313 .

. HBsAg Mepative Negative ./ N
Xt MR A EEA Y
Sterility Test Mo microbial growth No micmbaal gcowth NP

. AFRA7E, BXRWRE, #EMN B S
R AR, A LY R G
SHBHAE  Gulea pigs ﬁ;g;g:;}’;%‘bo"dm{j:_i”i‘;““y and survive, Coform to vy
Test For Abnormal 3 fed 1 ywee B 455 pe g o /"
Toxicity N AR BEFRRE, KEMN gl 770
Mi ety y 2 . Conform to
survive .increase of body weight
RIS TE PERFE L e
Pyrogen Test Conform to specification Conform to
HIV-1/HIV-2 Bk Mk :51¢3
HIV-1/ HIV-2 antibody tejt Neghtive Negative
HCV Hitk 103 143
HCV antibody test MNegative _ Negative
(Ll FSYEY) blank belop ey
e Hii: # 3 ‘
Test Conclusion: Conform to the specification
® &5 A . # & B W .
Reported by M’kj Date 108 233 ¥
" ¥ A 1 HEEEBNRTA
Checked by Lhed QC Dept. Head A ﬁ
IR SMS: Q1-58.2.4-007, FiXIBik: ~BFARKNTERIERE, YHBR: mENERESE XHESS:
QA-S8.2.4-007-F007 RREE: A\ 1 REA: B £REM: 2015-12-2 10:48:15 HWBFS: £ ]/
i8:2015-12-02 14:18:23 B8 2 T3t 2 AT




