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Chengdu Rongsheng Pharsjaceutical Co., Lid.
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Certificate for the Release of Products

7= #h & #/Name of the Product:

#§ &4 /Trade Narge of the Product:  H4EMK

7= fh it B /Lot No.1

7#  H/Dosage Form:
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FEANERSTRFTIRKESENENE% 7S

No.7 Keyuan South Road, Hi-tech Zone, Chengdu,
Sichuan, PR.C

B4 Code: 610041 15 Tel: 86-28-85281036
43 Fax: 86-28-85281039 '
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IEP 48 S/Certificate No.: RS-0212-2018037

BEASSRER (pH4)

2018028015

HEHA

B K/ Specificution:

4E 7 H #i/ Manuf:

A B Z/Valid Ut
#t B/t 11 & /Lot Quantity/Export Quantity: 18377 #&
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The prodact men}ioned above has passed the check of the process quality control and
the production/tejt records. It complies with the provisions of the release of Chinese
Pharmacopoeia (3015 Edition) and obtains the certification for the release of biological

ring Date:

5% 50ml 2.5g/#K

20184£2 H23 H

2021562822

products, approved for release.

B R E A /Qualified Person:
(official seal A )

201846 A 4 B /4" Jun. 2018
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Cerfificate for the Release of Biological Products

LE B 201800322
LRE201800322
ES R B ASBREY (pl4)
Generic Name
=y RABBEAEWE R BRI T Lo
Manufacturer ;_” -
st V16 AT S 3 A58 b b 7
Address -
ey 1 F201800497 ) 2018028015
Regis. No Lot Mo,
il 54 7 ik 5% 50ml 2. 3g/#g
Dosage Form Strength
R foz14E2 5220 ﬁﬁﬁ‘f 18377}
Expiry Date Quant.lty
S
ZERE, ik s ﬁ%i%%ﬂ&%%;’i&fjﬁ%ﬂﬁa TUER. ST Y
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The product menfioned above complies with the relevantprovisiﬁqﬁ’?@r lat pelea§e of
biclogical prodficts and is approved for release. i o :
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As a rinimum, Thig certificate is based on review of the summary proto¥od-gf=
manufacturing an§ control.




V REELBAUARRE AT

ERRERE

C.er.ﬁﬁsi.-te ofAna!vs'is;_fo.r Finished products

BHEA%RREA(HY)
T 4 . BN | ENHN
Product Name agﬁgn Immunoglobulin(pH4)for Intravenous D Form | Injection
> it s M B | 5%s0ml2.5g8
Batch No. 20}802B015 Size 5% 50mi 2.5g / bottle
& HM ARE
Manufacturing Date | =] 22018 Valid Ungit | 22022021
B EE A S SRR B F1(pHA)™ & 5 bR
Ros k4R QA-Q8.2.4-003 BERT | 018015026
Testing According to | Human  Immunoglobulin{pH4)for Intravenous Report No.
Injgction quality specification QA-Q8.2.4-003
BRER 7Y% Y BELR
Test Ite Specification Test Results
ERAMMETERRE
QBTG s o e T , TEME
Double Immuhodiffusion 3231;1: precipitation line with anti-human Conform to
HHALR
. FERBBNA 1gG
Identity  &iyeaikik HaMme
Immunoelectrpphoresis g:nm &rg‘mz;mnh&m;lmge % Conform to
NAZBERRERANE, THENA
. . Clearcolourless or light yellow liquid. o
Physical Inspection slightly opalescence may occur but without COMOTH0 -
turbidity L
IR R BEaRE HERE YL
Test for Visible Particles Conform to specification Conformto - N ”
ARERNRE REaME el 0
Test for undissolvable parti¢ulate Conform to specification . Confomito . .
SRR (mOsn;lj’Kg) o0 i
Test for Osmole Concentraffon 3
F&(ml) >50 AR
Filling Quantity(m[) ;Conform to
nREERR VESSSE I HARE
Thermostability Test Conform to spectﬁca\m:& , # Conform to
pH 3.8~44 : 4.2
HEaOHESE gL) ;
Protein content (g1) 2500 A& § £ ;S PR 1° PN 3]
BARAR (/1) a5 o
Total Protein (g/botle) T 0ot k} _}i\ M
#ERE % 295.0 = fg9
Purity % =V . J
BEREL) EEAITEE 90110 97
Sugar Content(g/L) Maltcse content shall be 90~110
HFRIAE % 1G i+~ Rib & R>95.0 989

Distribution of molecular sie %

I1gG monomer+dimmer content >95.0
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1= 1R on-ss.2.4ﬁ'7 B ST _m: F&Sﬁ&&mﬁgﬁlﬂfﬁﬁﬁ XHEE|R: FORAERE RS
AV BEA: auu SWEM: 2015-12-2 10:48:15 YWALS: BB
16:2016-12-02 14:18:23 (5B} W\R 271
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Co PraERE
__Certificate of Anglysis for Finished products
B % i BEA%&BRQEI@H‘!) Mo SR
Product Name Mﬂ Immunoglobulin(pH4)for Intravenous %(::ﬁc Injection
RS B B | 5%50ml 2.5g/,
BatchNo, | 20|802B01S Size | 5% 50ml2.5g/ bottle
= b FamzE
Manufacturing Date 23212018 Valid Untit 24022021
RMEEA S BERR B A (pHA) 7= B AR
e ki QA-Q8.2.4-003 Hrme BD2018015-026
Testing According to | H Immunoglobulin{pH4)for Intravenous Report No.
Injgction quality specification QA-Q8.2.4-003
wEm HFERE RELR
Test | Specification Test Results
#i-HBs Mirqug &Y >6.0 352
Anti-HBs Potency(TU/g of protein) =
AR HAU/g BRR) £ e _
Diphtheria Antibody titer(HAUfg of protein) 20 AEL AL 580 450 0
PKA(IU/mI) <35 F o I : [‘A‘F !_(4)1 e
HAMEERE (%) <0 RR 1 Su." 7 S 5
Anticomplement Activity(%4)
H1A mXEX ) )
Antl-A Hemagglutinatin <1:64 1:16 e
B MK , ) PR -y
Anti-B Hemagglutinatins <1:64 1:16 L | r-
TERE ER: LA THEE -, 3
Sterility Test No microbial growth No microbial growth .. 13
REBERY Guinka pigs Guinea pigs remain healthy and survive,  =5¥E
Test For Abnommal increase of body weight
- PARATY, BERREN, B
Toxicity Ol Mice remain healthy and Hams
Mice, survive ,increase of body weight Conform to
HEE BAFERE waNE
Pyrogen Test Conform to specification Conform to
HIV-1/HIV-2 4k B 5] :3
HIV-1/HIV-2 antibody test Negative Negative
HCV Hifk B 5] 23
HCYV antibody test Negative Negative
(KL FLH ) blank below
REAR: & #®
Test Conclusion: Conform to the specification -
®E A " # &5 H W | -
Reported by "'1’%-— Date o18. 0¥, ok
" B A : ' RBRERARA
Checked by : @ QC Dept. Head 7@— A

PSS : 0A-58.2.4-00), FIMIMRER: =R
QA-58.2.4-007-F007 RRES{ A\ 1 EEA: s
12:2015-12-02 14:18:23 [38 2|77\t 2 053
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