—_— el SRl e Ia 5 l’
> ‘\ u
i =
. s
£ , g B e T A T e RN IR R R PR R
.‘-u.-\wu\‘v\"ﬁém"‘ﬂf"’m‘ R e e S A A A A A A AN N R R A R AR AT I G R R W NE T R
T Nt PR N ¥
E < . - LR
: Bt -8 S ol B F & % 4id ni'a by Pt
e e ey Ploren 4 R 3 @ p
% i OE - P a\rr-’N. & 19
¥ [T TS [ t 3 p I 3
| MERg ) N g . % 4 i
PO B ¥ ‘. of 5 - - ar Loty
i) __.g,"‘ %1 3% R " L P i oa o drg
Sofeer v ..'-S‘-'h“.'. b ‘if gt % k (WL L8 by 50 .l St .08 o ‘L..

LT
Generic Name

| T

Manufacturer

Hitk

ﬁﬂdrqss
SRS
~ Regis. No

AENE

¥

o “‘ﬂiiilox-

. Dasage Forn

axmry nm:'

p:;opduct nantionqd'
al

LA 384820210002
LRE202 10043

A S A

JREE AN AT

P16 AT A 2 T 7

E202001965 ' Lo

PEATH CEEMWO

202548 B30 H

fa e e e amsshk sk ahAARARANRAPPPP PPN PALANPAP G NI s




: T P IR AT L R R A 7
¢ il No.7 Keyusy .*’.;.,: Lo Rewd., Hi-tech Zope, ben;
: R Bk 8 A BT 4 A Sichuan, P.A.C

Chenpduktougsheng Pharmacentice i Co., Lid. IBR Code: 610043 &, %% Tel: RG-28-81 2814

X Fax: $6-28-8528100%

M REE SR

Certificate for the Release of Products

-

UE 545 3 /Certificate No.: RS-0123-2021025
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. Product Name Human Albumin Dosage Form Injection {Liguias for in,
i 8 . LM | 20% S0ml 10
: Baic.: No. PRERVIA LY | Strength ! 20% 50ml 10g/ botile
£ HEME | 4,
i f08/2 30/08.2025
i Manufacturing Date Higniey Valid until I RN
| il AL E1EE B A0 B R AR QA- -
| s SHa— L BERS | AD202019-136
l Test According to | Human Albumin internally controlled Report No. _
| quality specification QA-Q8.2.4-007 b g ;
BT A PR HE BEG) |
Test ltem Specification Test Resu:
WSAAMBERBR=ETIEL, SIS His.
BT Wi PiFE i mletm A= miEss. 25 41
s ki g e : TFeBE
Double Only a precipitation line with anti-human serum or Encfibnte
BHHEEE  Immunodiffusion plasma, but no precipitation line with anti-horse, anti- -
Identity bovine, anti-pig or anti-sheep serum or plasma.
Test .75 ¥ ok i -gﬂ;ﬁ)\ﬂnrﬁiimlﬁbtﬂ: ERNEBE I E e
I slectro ke
e RN ok ie-peeciioatiol This il B aein as - Genfinno
compared with normal human plasma
"3 MAREHE. AN ERCBYIRE, ANH :
|53 R, 9 : A M
Physical Inspection Tt_iq product shall be a clear, slightly viscous liquid i
i ‘y_s A R 2 without turbidity, slightly yellow, green or brown in Canfgmdn:
N R e 0o 4 colour. : :
B2 T RT3 : L AR
| Test for Visible Particles . Conform to specification Conform to

* .+ | Test for undissolvable particulate  Conform to specification
LEL #ﬁ@ﬂﬁiﬁ&(mosmom(g) PARC - )
‘. | Testfor Osmole Concentration - $102~400 -,
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> Test ltem Specification Tes! Res:
FRESE ) <4.0 2.4
Polymer content (%) =
X ) e P
¥R B(mmolg EE;) 0.140~-0.180 r~ 0ié3
Sodium caprylate content (mmol/g protein) i I R 25§
A S-S 2950
R B (/L) <100 | ; } 33
Residual aluminum content(ug/L ) S
a1 LA DA ke T3 e
PKA(IU/ml) <30 FE ﬁ; VTS 9 B
b Fed= - - — . i
' A | B
HBSAE ) Negative e Negative
EERE HEBEK EEEr

- Sterility Test Y No microbial growth No microbial groweh
s . BRRNSMEE, BESRRA, 35
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