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No.7 Keyuan South Road, Hi-tech Zone, Chengdu,
Al B A E A . Sichuan, P.R.C ;

Chengdu Rongsheng Pharmaceutical Co., Ltd. mg Code: 610041 ;ﬁﬁ Tel: 86-28-85281036

1£ K Fax: 86-28-85281039
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Certificate for the Release of Products

UE 455 /Certificate No.: RS-0212-2019007

7= fh % FR/Name ofthe Product: FHEAGKERER (pH4)

i 44 /Trade Namie of the Product: 4N

7= it 5 /Lot No.: 2018098072
7 X/Dosage Fprm: S » _,
M #/Strength; 5% 50ml 2.5g/}K =7z (])
7 H 1/ Manufadturing Date: 2018469 H 19 H S
A R 2/ Valid Undl: 2021429 A 18 H NG
wﬁmﬁ@
fit &/t O /Lot Qyantity/Export Quantity: 18544 & Bery i
P ohe O
AP BMERNAL > BRTCINE, Ao CAERLY WS 4,

ROHRHE, G CEYHRIERIES), ®TRAT.

The product mentipned above has passed the check of the process qualityE()"flfﬁ?lL and

B, g
S Fup

the production/test| records. It complies with the provisions of the release of Chinese
Pharmacopoeia (2415 Edition) and obtains the certificate for the release of biological
products, approved|for release.

S B ZAHA/Qualified Person :

(official seal 4%F)
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e for the Release of Biological Products
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LRE201900050
MRER  BEARERES Qi .
Generic Name SN ‘ SN s
By B EEBUTRRELR ©
Manufacturer M e
Hat PO AR T B R S A R R 7S
Address .
B4 S E21801530 #e 2018098072
Regis. No Lot No.
L e Wi 5% 500 2.5g/%
Dosage Form Strength
HYME  20qiero 181 ERE 1854415

SHE, LRHERSEMH G HEROT XS, FLER.

The product mentigned ahove complies with the relevant provisio 3
biological products and is approved fdr release. ’*’ ak
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Product Name g}gt ',n Immunoglobulm(thl for Intravenous Dosage Form | Injection
ik A ' B H# | 5% soml 2,59/
Batch No, 20.‘8°LB°72 Size | 5% 50ml 2,55/ botile
s YW=
Manufacturing Date |9/09/291 8 v Valid Until 18/09/2021
W N S BEBR IR 1 (pHA)= 52 7 B A
Testing According to | Humar Immunbglobulin(pl-{{)tbr Intravenous | Report No.
Injectign quality specification QA-Q8.2.4-003 ,
BEME : FRlERLE HREGR
Test Items Specification Test Results
\ S E YN | ok
&)ﬁﬁﬁ%ﬁo diffusion Only a precipitation line with anti-human g x?f?fmﬁto
eI S N L
0 S, ‘ﬁ:\ XN h/ IPG
ldentity gkt | SUREN 156 REME
; Immunoelectrophgresis The main precipitation line shall be IgG as Conform to

compared with normal human -plasma -
IS 65, R £, 0 B W 4, DLz =0t
y},m jﬁr 7F5_‘:£‘H.’z %g%o %‘%iﬂ%

Physical Inspection C}car,co!cuness or light yellow liquid. Conform to
slightly opalescence
‘ turbidity

AR : RIFF &R e
.| Test for Visible Particles Conform to s
; BRI 7  REME | [
[ | Test for undissolvable particulaté Conform to spegificat|
b | BEEBRR (n0snol/Ke) s 240 R
. .| Testfor Osmole Concentration -
= S m) S50

Filling Quantity(ml) . ’

AR iR S NfYEME

' Thermostability Test Conform to specificatio Conform to

~ o & .

pH 3.8~44 X o jﬁ%%&%g
| BEEEE L) 2500 st
‘Protein content (g1 - - .
HERERE e/ _ . .
~ | Total Protein (g/bottle) 225 ' v 26
AE % : _ .
: Purity % >95.0 98.9
L | BE R ZFHE S BN 90~110 98
R | Sugar Content(g/L) Maltose content shall be 90~110
L | 2 FRIMM % lgG B+ “ Rk S f>050 99 1
: | Distribution of molecular size % IgG monomertdimmer content >95.0 )

S QA-S8.2.4-007, fBBXTE% 0 FRELRBTERTERE, XM FREERSE WS
Q55,2 420070y BES: A1 BEA: un LEWBH): 2015-12-2 10:48:15 BHIBFS: 8 - Ta
7 IE:2015-12-02 14:18:23 [55 1\ 2 Al €
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Hpiman Immunoglobulm(pH@for' Intravenous osage [ ..
Product Name Ifection Form .‘-lnjectxon L
e ’ B | 5%S0mi25eE
: BatchNo, | 2018098072 » Size | 5% 50ml 2.5g / bottle
L ErBm ARME | o00m01
" Manufacturing Date 190972018 Valid Until
FOVEN SRR (ol o BT
R fed Q4-Q8.2.4-003 HERS BD2018072-083
Testing According to | Hyman Immunoglobulin(p[-id)for Intravenous | Report No.
Injgction quality specification QA-(8.2.4-003
R PR REGR
Test Ite ‘ Spcciﬁcatipn : _ _ Test Resqlts
i-Hbs Mifaue FER) 26.0 70.5
Anti-HBs Potency(1U/g of rotein)
| BTG (A0 EgE) 10 -
£ Diphtheria Antibody titer(E AU/g of protein) =~ :
| PKA(IU/m) - 35
: PUAMEEAE (%) | s |
AnticomplementActivity(° ) [
LA hsEx ‘ ' .
Anti-A Hemagglutinatins =1:64 E
W mBIﬁI%%‘f <].64
e ‘Anti-B Hemagglutinatins T '
EHRE R B4 4
& | Sterility Test No midrobial growth No mig
| mwmenE g noreana g emain ealthy and survive, | nformo
© " | Test For Abnormal . - oy o veight . : '
ARRE S PRELE, ALRERE, HEMM .\ -
f | Toxicity . R N TS anﬂﬁ g
: : - Mice | remain healthy  apd Conform to - :
e survive Jincrease of body weight '
; MR B &M FEME
¢ - | Pyrogen Test e ~© Conform to specification - Conform to
! HIV-1/HIV-2 $i4k B i :
B HIV-1/HIV-2 antibody test Negative
N | HCV $ifk ik
. |Hcv antibody test Negative
| CEUFZE9) blank below '
RELE: R LT
- Test Conclusion: Conform to the specification C SNa O .
| Reported by 54) W Date %/3 to- 2 -
| 2 #% A AR ‘ BERSERSFA ' '
Checked by \(1117 7P QC Dept. Head jm,,u(;/, ]
. PBXHES: 0A-58.2. 4007, TR 2R FRERRBTERI RS, MR P RRBRE ;zgﬁsg :
o UASB.2.4-007-F007  pgE . AN REA: U8 4mogm. 2015-12-2 10:48:15 BEIAPR: B T
o 18:2015-12-02 14:18:93 B2\t 2 ) SR




