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No.7 Keyuan South Road, Hi-tech Zone, Chengile,
» Sichunan, P.R.C !
: FEEER TR [ E TN BB1% Code: 610041 B Tel: 86-28-85281036 /
¢ Chengdu Rougsheng Pharjusceutical Co., Lid. # X Fax: 86-28-85281039 )
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; Certificate for the Release of Products :
. 4
/ i P48/ Certificate No.: RS-0212-2018071 ‘
. ™ fAB/Name of the Product: BEALSREE (pH4) ;
7§ # 4 /Trade Name of the Product: RERA ‘
i P HE S Lot No|: 201807B055 /
: ;
¢ #  ZMDosagd Form; ERH /
+ ¢
¢ # ¥/ Specifjcation: 5% 50ml 2.5g/¥i f
: "‘ﬂ‘ T 3
;4™ HEY Manufacturing Date: 201847 A 13 H /ft M L
~ N A ¥
© o ATRME Valid Until: 20214674 12H oSy y\
. $Lit/H O /Lot Quantity/Export Quantity: 12106 ¥i \Atr» A o %
:. LTI
P R RN R RS, RS CREDRD 205 % ;
DR, MR RANEN, TR §
¢ The preduct mentioned ahove has passed the 2
f the pmducﬁon/tt records. kt complies wi E
{  Pharmacopoeia (2015 Edition) and obtains ;
;' products, approyed for release. ’
Fi R4 A/Qualificd Person: :
/ !
: (official seal 2 %) /] :
; 20185 11 A9 H M Nov.2018 .. ;
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Cerhficate of Analysis for Finishﬁd nroducts

o & %1:: %ﬁ;&f&oak()%rm( H4)for Intravenous A H AT
Product Name irtection Hnog P nou Dosage Form | Injection
u e Rt M| 5%50ml2.5/0K
Batch No. 2915078055 Size | 5% SOm! 2.5g / bottle
4= B ) HRUNE
Manufacturing Date 130772018 Valid Until 12/07/2021
ik TEAGIRIRE B (pH4)P B3 GrisnE
A QAn-Q8.2.4-003 HE®S
Testing According to | Hiiman Immunoglobulin{(pHd)for [ntravenous Report No. BD2018055-066
Infection quality specification QA-Q8.2.4-003
R 5 b s R
- Test Itemps Specification Test Results
HHA L TR,
KA s ‘(D)Zn_lm:)\f?cgu ﬁt};‘:nﬁﬁregﬁm anti-human e
Double Immpnodiffusion v 8 precip ' Conform to
55 Plasts oo
ldentity  festEs ks LELURARR 1gG A
Immunoelectrophoresis The main precipitation line shall be IgG as Conform fo
phores compared with normal human plasma
BEAT IR R B aik, THBMA
SRy X6, RRLLMER. L AN
Physical Inspection Cfcat.colourlcss or light yellow l!qutd. Conform 10 J—
slightly opilescence may occur but without PR T
turbidity '
T W5 RO s wonh 2oR
Test for Visible Particles Conform to specification Conforti 1o p ?’
TR HE AR B RIH & wafsE - e b
Test for undissolvable particulate Conform to Spgph Confonn-fo: N 7 i
BB AR (m0sed1/Kg) ' L S
. 2240 K TR £
Test for Osmole Concentration : < r,l H‘ 1 ¥
36 B (mi) >s0 4 g TFEMIE "~ /
Filling Quantity(ini) = L‘ Conform to
R IERER Bty & AR
Thermostability Test Conform Conform 10
pH 3.8~44 43
RAKAR @L) . e .
Protein content  (gl) 2300 f 51
HAOMSR (g/M) 535 26
Total Protein (g/bottle) - R
Purity % 2950 ot ‘,,...98'8
BE % (gL WA LA %0~110 0
Sugar Content(g/L) Maltose content shall be 30~110
BT RPN % 1gG P&+ RS 2950 990
Distribution of molecular $ize % 12G monomer+dimmer content >95.0 )
PIRNISRE : Q0-$B.2.4r007, B XER: 8% % RETERIERS, YESR: FRIEERS XHRS:
Q4-$8.2.4-007-F007 JRAIE: A \ | ERA: A8 EXEM: 20165-12-2 10:48:15 UHALR: R THE
f6:2015-12-02 14:18:23 T l T\R2@W:
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Certificate for the Release of Biological Products

R EA A FEE AN DIRIRM I (plid)

% B #201800646

LRE201801646

Generic Name

e felk AR W HRR(EAT

Manutacturer

[eane o m.m.ma,xmmwdf»wnt:-ﬁ" \
. . AN .
Address e 5 BN
1‘0‘?\ ”.‘20”3;%

R R 201801132 s ~~ 18078053
Regis. No Lot No.
Dositge Uorm Strength
HHOE ot K sk
Expiry Date Quantity
ﬁ$ﬁ.Lﬁ%jﬂéi%ﬂ&ﬁﬁﬁ%ﬁ%&ﬁ.¥u§ﬁ
The product merft
biological products and is approved for release.
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As a minimnum, Thifs certificate is based on review of the ‘nmm;& p;q\owl of
nanufacturing and control.
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ioned above complies wilh the :olevantproz}dﬁfﬁq fbﬁ/lpt ‘gelease of &
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: _:Certif.i_ca:tp of Analysis for Finlshed products

TR EALAOREE(pHY) oo PR
uman Immunoglobulin(pH4)for intravenous Dosage N
Product Name Idiection Form Injection
it \ M R | 5%50ml 2.5/
BatchNo, | 2p'807B0SS Size | 5% 30mi 2.5g / bottle
A Y HrImzE
Manufacturing Date 1y0722018 Valid Until 12/0712021
s el T A S AR R B (pH4)= SR BLERAE BEge
ikt QA-Q8.2.4-003 ,
Testing According to man Immunoglobulin(pH4)for Intravenous | Report No. BD2018055-066
Ifjection quality specification QA-Q8.2.4-003
iy I3 AR e e
Test Itdms Specification Test Results
Fi-HBs AU/ HENK)
Anti-HBs Potency(1U/g of protein) 2649 2798
EIRHLIR AT (MAU/g SHETR) >3.0 g o ey
Diphtheria Antibody titeefHAU/g of protein) =~ g wnT TR .
PKA(IU/ml) <35 LT e
PAMETIE (%) | W et om
Anticomplement Activity(%) =30 EEEH S 27
B A fLEEH . ‘ C .
Aunti-A Hemagglutinatins s1:64 R 1:8
18 fRER <
Anti-B Hemagglutinatins =1:64 R AT
Tt WM Lta&\i RERCER
Sterility Test No microbial growth Nb microbial growth -~ 5
i :) &l {*mmm : :\ . s
RR A% Fhigg, LIRWE Womeme L o
SRR T Gujinea pigs Guinea p'?:s ”mm.h;akhy wnd suovive, o osormtos L
Test For Abnormal increase of body weight e
L : PR, AXRBRE, KEHN N
Toxicity N Ry . ; e asE
Mice Mice remain healthy and Conform to
survive ,increase of body weight
4 AR T FiFr A MsE FEMe
Pyrogen Test Conform to specitication Conform to
HIV-1/1IV-2 3 {k 55 Lo £}
HIV-}/HIV-2 antibody tes Negative LT, Negative
HCV itk Bt LIS 3
HCV antibody test Negative - .*" 4 Negative
CLUFS5ET) blark beloy [l T
' & k4 P
F "_ i X -
EYERy RGN /
Test Conclusion: Conform 1o the spex: nﬁcanon £ )/ L)
B A — B AW .,
Reported by cﬁ\ i&_\ K. Date 2089 3.3
& A é. AR 5T /]l'
Checked by \‘Z P QC Dept. Head ALA:’

FiMSISEE . 04-58.2. 47007, HiIRXISBM: FRBARMNGBRIFER, YHRHN: FRKREHE SRS
04-S8.2.4-007-F007 MRAS: A\ 1 EREA: AR THOMW: 2015122 10:.48:15 HUHAPK] 88 T 869
{8:2015-12-02 14:18:23 ({2 A\ 275)




