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No.7 Keyuan South Road, Hi-tech Zone, Chengdu,
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ChengduRongsheng Pharmateutical Co., Ltd. {1 Fax: 86-28-85281039
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Certlhcate for the Release of Products

? UEF 5 /Certificate No.: RS-0123-2019046
| 7% H/Name of the Product: INITEEAE

:;: M 4 /Trade Name pf the Product: _

7= iS5 /Lot No.: 201901A001

% # % /Dosage Form: H 55

: }i#% /Strength 20% S0mi 10g/¥

47 H 1/ Manufactyring Date: W91 H1H

A B ZE /Valid Untilk 223412 31 H

#E &/ TR /Lot Qugntity/Export Quantity: 14433 Jig
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> for the Release of Biological Products

Certifica
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Generic Name
AR
Manufacturer
Hihif
Address :
Ee R E201p00266 S 9019018001
Regis. No o Lot No. . ;
Regis. No
ik &gmj | HAR 20% 50ml 10g/#
Dosage Form 1 Strength :
AYHE  2oo3fe1oFsiE ERE 144330
! > Quantity

Expiry Date

i@@t%?sz&? HXRE, FUSR.
The produffiﬁgutzon-d aboﬁgm‘ plies with the relevant provisions for lot release of
)10]0g1cd?' roduct st and 13?&9 oved for release.
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As a minimum, This ;?“tltlcate is based on review of the summary arotocol of
manufacturing and cohtrol.
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Product Name = | Human Albumin Dosagg: Form | Injection
PR : M ¥ | 20% S0ml 10g/f
Batch No. prigGLAg] ' Strength | 20% 50ml 10g/ bottle
e HM - HRME
Manufacturing Date 1112019 Valid until SUIZR0R
e A E F R BAR e
1QA-Q8.7:4-007 CE ke
Test According to | fHuman Albumin internally controlled Report No. AE205001-010
quality specification QA-Q8.2.4-007
WEsH FrAEHLE KEgdR
Test ltem | S Specification Test Result
g GHA BRI~ ETRE, S5, it
Gpony s B BEMRERIICR RV T
Double | Only a precipitation line with anti-human serum or Cosfarm %
A% Immunodiffusion plasma, but no precipitation line with anti-horse, '
Identity anti-bovine, anti-pig or anti-sheep serum or plasma.
Test , SEE )\ mESnELE, EEMRENIEE
%ﬁ Eﬁﬂ( Y z : s s M
Immunoeldctrophore H 7 G52
: The main precipitation line shall be albumin as Conform to

sis .
compared with normal human plasma

RN EE. HERFATRABHES, TN

) xﬂ : tﬁ %ﬁmio : ' 5 1 /:%
sk The product shall be & clear, slightly viscous liquid e

Physical Inspection without turbidity, slightly yellow, green or brown in Corfifi i
colour,
IR Ras RL#F & RLE B
Test for Visible Particleg Conform to specification Conform to
R B RifFaiE FeaiE
Test for undissolvableqgartioulate ~ Conform 10 specification Cornform to
i85 e i 55
Test for Osmojé, TRnee -
Phm) [ 7
Filling Quantitytmi) ‘ Conform to
Wit A Y HAWE
Thermostability Eonform to specification ! Conform to
pH ’ S64~14 : 72
BUFRSE 7 REARA R 95.0 %~110.0 %

The protein content shall be 95.9%~1 10.0% of the

Protein content

quantity of protein stated on th lgfe(}r e,

@i (o : “ o e o
ST (%) _ S TRER £ T by
Purity (%) ® 4
HHESF B B (mmol/L) o)

| Sodium Content(mmo}fL) . F RO %& gﬂ% Z
T8 B (mmol/L) = . \O
Potassium Content(mnjol/L) = ——
R G RE
Absorbance =0.13

B4 S QA-S8. 4. 4-007, FiEB R4 : EoE R RIS BRI, YRS MRNERS VRS :
QA-S8. 2. 4-007-F007 )T?ﬁ%: A\N3 REA TB SWOEE: 2019-01-23 16:47:33 WEIR P K T
(8 : 2019-01-24 10:53F 3255 1 TI\H 2 T2
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Product Name - Human Albumin Dosage Form | Injection
Eams | H# | 20% 50mi 10/
Batch No. PUERLAN0: Strength 20% 50ml 10g/ bottle
A e H e HEM=E
Manufacturing Date pHR1/2019 Valid until 3171272023
g ImBEEENERERE - :
: | RA-Q8.2.3-007 REHS :
Test According to Human Albumin intemally controlled Report No. ADIDBHRI10
uahty specification QA-Q8.2.4-007
1&% FRAERLE e R
_ Test Specification Test Result
BRIEEE(%) /
Polymer content (%) 4.0 26
RV B (mmol/g ﬁf‘“ﬁ) 0.140~0.180 :+59
Sodium caprylate conten} (mmol/g protein) ’ : i
ERR(L) b %*ﬂﬁiélﬁ'ﬁﬁﬁé}a
Residual aluminum contgnt(ug/L ) -
PKA(IU/ml <3 ‘ 1
= f‘m?ﬁ‘ﬁ&%@
HBSA it P
. g : -

, Negative Negalive
LHERHE % e 3 T
Sterility Test No microbial growth No microbial growth

ﬁﬁﬁi#"ﬁﬁ%ﬁ, B R, 3
| G’ inea pigs (xumels; pxgs femain Qeozcal]thy andbsurvivi Coﬁ fbrm i
BEBHRE the 9 se‘rva’txon-pen’ , no abnorma
Test For Abnormal reaction, increase of body weight
: Mice remain healthy aad survive the .
M Conform:to
observation  period, no abnormal
reaction, increase of body we:ght
WA T Rifs &g :;, e
Pyrogen Test Conform to specification 4 Conform to
HIV-1/HIV-2 Hitk P : Mt
HIV-1/ HIV-2 antibody tgst megatwe ‘ ve
HCV #idk , :
HCV antibody test

CEUT45F7) blank beldqw f‘z %

Bk i rar
Test Conclusion: \ ——Cenfarm 1o fhe specification
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Reported by Date

g % A \ - [T TS N
~ Checked by | j i QC Department Head
B4R S QA-98.2. 4007, FIR AR FRELALMITEBEIFIIER, XMBR: “REERE XEHES:
QA-S8. 2. 4-007-F007 RRAS: A\ 3 REA: SIH AWERE: 2019-01-23 16:47:33 M@iBPR: KMH TH
f978):2019-01-24 10:53:33(&E 2 FA\R 2 7]




