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: Certificate for the Release of Products

UE P45 S /Certificate No.: RS-0212-2018067

7% & 4 FR/Name pf the Product: B ASBERER (pH4)

E #4 # 4/Trade Nme of the Product: | 4 BH
7= it Mot Nd.: 201807B051 :
#  A/Dosagy Form: A '
3 #%/ Specification: 5% S0m} 2.5g/}K
Sl = B Mamiacmring Date: 201857848
A W Z/Valid Yntil: 2021 £7A3H

fit.#&/th 1 /Lot Quantity/Export Quantity: 18107 ¥&

BAFHRRRRMAMNE AR EREE, ARPREE (REHR) 2015 F
AR, mﬁﬁﬁﬁemmﬁ,&%mﬁ,

The product mgntioned above has ;Eassed the check of the process gnality control and

the productionftest records. It eoﬂf Hes with the provisions of the release of Chinese
Pharmacopoeid (2015 Edition) and, obtains’ thc ccrﬁﬁcation for the release of biological

products, apprgved for release. :
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~ s hBcnte for the Release of Biological Products

Ho 2 B A8201800619
LRE201800619
ERER BEAGEREH (pHd)
Generic Neme
&petol RSV REEAR
Manufacturer .
it PRY & R T A S SR A R A R R 75
Address El . : '
KRB 1801077 #®e 2018078051
Regis No Lat No.
B AR Rk 5% 50ml 2. 5g/#K
008880 Fom StrenKth
ARHE 20R14ETA3H : RS 18107#%
Expiry Date Quentity

BHE, FANARASEUNARERNERNE, TUER.

The product mentfioned shave complies| with the relevantprovisions for lot release of
biological produkts and is approved for release.
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As & minimum Thi4 certificate is based on review of the summary protocol of
msnufucturing and eentrol |
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Certnﬁcate bf ‘Analvysis for F:nished nroducts

Product Name :—;uzzz:m lmmunoglo&ulm(pl-i‘t)for Intravenous Dosage Form | Injection
[ad 13125 M 1% | 5% S0m) 2.5g/iK
Batch No. 2018078051 Size | 5% 50ml2.5g/ bottle
At =Pl R E
Manufacturing Date 0400772018 Valid Until 03/67/2021
R Pl A S BERR IR 3 (pHA) ™ B AR VE e
< QA-Q8.2.4-003 HEGHS
Testing According to | Hunan  Immunoglobutin(pH4)for Intravenous | ReportNo, | B2018051-062
Injgction quality specificatior] QA-Q8.2.4-003
REMH RHESE RER
Test ltem: Specification Test Results
. B NOE ke 37720
SR R REMANMRLGRE ez
Double Immuhodifusion ;)I:g“ : precipitation line with enti-human Conform to
AR e s o (&
. sy s 3‘:&‘@ ﬂZM%J lgG A
Ideatity &fﬂ?ﬁﬁm horesis The main precipitation line shall be IgG as g:f?f to
P compared with normal human  plasma
RN Ek?ﬁﬁ@.&f!ﬁiﬁﬁi. WHERA
: . Clearcolourless or light yelléw liquid.
Physical Inspection slighily ppalescence may occur but without Conform to
turbidit
TR HEA&RE
Test for Visible Particles Conform to specification
AN R &AMRE
Test for undissolvable partulate Conforn) to specification
HBERAIIL (c0smol) 240
Test for Osmole Concentrafion - Nt
R MR (mi) 250 et S f/
Filling Quantity(ml) | Conform to
IMERE IR mEeME RERSE
Thermostability Test Cogform to spccxﬁcation y Conform to
pH 3.8:~4 4 4.3
HEMAR () ;
Protein content (gL) 2300 L _1';? Lo
HEBEE (a/HD 525 s hr Lo 56
Total Protein (g/bottle) ) : ’
U % o) o't 16 €
Purity % 2930 7 h Mo JRE
A B(L) LIRS 0~110 o0
Sugar Content(p/L) Maltose content shall be S0™ 110
FERNGM % 1gG M+ = RiEE H295.0 087

Distribution of molecular sie %

12G monomer+dimmer content >95.0

JE TR S 3 S oo Sue

I3RS : QA-58, 2. 4407,
QA-S8. 2. 4-007-F00T MRA Q.
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___Certificate'of Analysis for Finished vroducts
[ A S B B (o) ZIEN
i 4 N | TEMH
Human lmmunoglobuhr(pm)for Intravenous Dosage .
Product Name |!n_i°c tion Form Injection
™Rt B % | 5% s0ml 2.5¢/¥
Batch No, P018078051 Size | 5% 50mi 250/ borge
&7 B Hamz
Manufacturing Date f4/07/2018 Valid Untjt | 93/07/2021
ZEA SRR B (0H AN 3 A B
Testing According to { Human Immunog[obu!in(pH4)for Intravenoys Report No.
Ihjection quality specificati on QA-Q8.2.4-003
L ] e E RELGR
Test Itpms Specification Test Results |
$1-HBs ¥irug Ry ) 6.0 814
Anti-HBs Potency(1U/g protein) =" ’
E"@b’tﬂ\‘f&b‘r(HAU/e EH) 3.0 73
Diphtheria Antibody gt U/g of protein) =+ s 4% g B FE L NG
PKA(IU/mi) =D T FR
Amicomplemcnmcﬁvity( bs) =50 g A D80 vl
A L RER <1:64
Anti-A Hemagglutinatins =
YUB MAER <1:64
Anti-B Hemaggiutinating =
XHERE REW4E %
Sterility Test No microbiaj growth @ -
Bt B8, ﬁ.ﬁﬁﬁﬁﬁﬂ'ﬁﬁﬁm g
REHR B Guirlea pigs g:m p;%s &y::iggtahhy and survive, &
Test TFor Abnormal L .
Toxicity ’I‘ﬂﬁsﬁ /J\ﬂﬁ#- ﬂ%#*ﬁ&o ﬁilﬁiﬁm ﬁ%m%}g S g
Micd Mice temain healthy and Conform to e
e survivejincrease of body weight .
AER T Hams Hams
Pyrogen Tes Conform to specification Conform to
HIV-I/HIV-2 4k FtE Bt
HIV-1/HIv.2 antibody test Negative Negative
HCV Hitk Mt ' 1.3
HCV antibody test Negative Negative
(ﬂTﬂ%UbMMme
RS, # ]
Test Conclusion; Conform to the specification
" & A . # % 8 m iy
Reported by Date 2ol 0§ 1%
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