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Chengdu Roagsheng Phargpaceatical Co., Ltd.

MRERSBIE
Certificate for the Release of Products

IE- B /Certificate No.: RS-0212-2018040

4’&1)"’&&#&1:‘?55!2@15@14.%% 78
No.7 Keyuan South Road, Hi-tech Zone, Chengdu,

Sichuan, PR.C

4 Code: 610041

H1i% Tel: 86-28-85281036

£ Fax: 86-28-85281039

7 & 42 ¥5/Name of the Product: BEASZRER (pHY)

F i & /Trade N..Ie of the Product: ¥ 4EBE

7= &h#it-5 /Lot No.s 201803B018

7l A/Dosage Form: NN

M Kl Specificution: 5% S0ml 2.5g/8&

4 7= F {1/ Manufspturing Date: 20184638 7H @Wﬁ{;{é
B HIZ/Valid Unil: 22143 6H I,f:?_/ e W
#t&/th O & /Lot Quantity/Export Quantity: 18094 ¥ \,K‘/ . ':“ 3 ‘:J

&i#iﬁtﬁgi&wﬂwiﬁ&&%iﬁiﬁﬁm FHFRRE CHEERY 2015 &

BXME, HRBHERARIEY, RHTHT

The product men

the production/t

for release.

ioned above has passed the check of the process quality control and
records. It complies with the visio

Pharmacopoeia (2015 Edition) and obtains the ¢ idn £

products, approv g :

f the release of Chinese
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Ceriifictite for the Release of Biological Products

45 £ M201800364
LRE201800364
redh B R BrEABISERS I (pi4)
Generic Name
T oy LT HBBATAD |, - 7 i
Manufuc turer ‘L . r‘w : ";‘3‘:: 20
F(V,"(%
Mot mmmsmmwmﬂﬁmm R
= L.
Address l ‘{. .c.;?;)ig (Q'Ifi:’{:
DLt R 01800364 ¥ RN lmso.mma
Rogis. N , Lot P“‘;»,:,\ ¥
egis. No - ey TN
§23:§(~.|. PR
#E e B s oaoal 2.58/K
Dusage Form Strength
HHNE 2215386 H BRE 18CO4NE
Exni Quantity
xpiry Date

R, J:iifii‘lﬁ%ﬁﬁi%&'lsﬂﬁﬁiﬁ&‘l’ﬁ*ﬂﬁ- TAEE.

The product men}ioned ahove comp.ies with the relevant prwmt releage of
biclogical prodgets and is approved for release.
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As a minioum, Thik certificato is onsed on review of the\summary prbtoco]. nf
manufacturing anfl control. . /
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Certiﬁute of. *\nalvsu for Fnuiahed b'roducts
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AS%RBREA(PpH) fii A
Prfiuc( Nf:n R ;-‘I] mgnon Immunoglobulin(pH4)for Intravenous c&ﬁe Ejﬁ:ﬂn
RS | B’ | 5% 50m! 2.5¢/¥
BachNo, | 2J803B018 Size | 5% SOml2.5g/ bottle
STl =p: HRWE
Manufacturing Date 07}03/20]8 Valid Until 06/03/2021
Wi P A SRR B 1 (pHA)™ B 0 R BEme
Q4-Q8.24-003
Testing According to | Hfman Immunoglobulin(pH4)for Intravenous Report No. BD2018018-029
Injection quality specification QA-Q8.2.4-003
B 3 3T BEgR
Test It Specification Test Results
#-HBs AU/ BEH)
Anti-HBs Potency(1U/g oflprotein) 260 39
BRI (HAU/g BER) 3.0
Diphtheria Antibody titee(HAU/g of protein) =
PKA(IU/mi) <35
RAMEIEE (%) <50
Anticomplement Activity(Yo) -
A 3R <1:64
Anti-A Hemagglutinating -
Anti-B Hemagglutinatins =
LR BixwEK
Sterility Test No microbial growth
BRR% ﬁ;ﬁﬁ#. ﬂ?&?"_!’ﬁ&. = Em
REBENT  Gufwapiss nremme oy ity Ty and survive S
Todcty o™ At AR, AESUEE, GRM  gp00 N
, Mice  remain  healthy and . - -7
Mi N Conform to
survive ,increase of body weight
IR N R E Hame
Pyrogen Test Conform to specification Conform to
HIV-I/HIV-2 $itk M FAe
HIV-1/H1V-2 antibody test Negative Negative
HCV Hisk [51¢3 40:3
HCYV antibody test Negative Negative
(L F2H ) blank below
e
RELR, £ ® f‘(.,_,, S
Test Conclusion: Conform tc the specification i K ]
#® & A B & B M
Reported by @\ "H% Date ),{;"w.?}
" & A ~ BRRSERAHIA
Checked by 2 w2 QC Dept. Head :
T \\ e s

FMT NS U-58.2.4-007, FMIBER: "RERBNTSETEEST, TNSK: FORERS THaS:
QA-58.2.4-007-F007 RRE®: A\ 1 BEREA: SIE SREAM: 2015-12-2 10:48:15 MAEBFPS: 88 TRK
2R 2 ]

§:2015-12-02 14:18:23 {
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Cérﬁﬂute of Anilysis for Fiim ‘V,u} ﬂmdnca

1 A SR RR & Y (pHY)
7 B4 . RO | EMN
Product Name ﬁj " Immunoglobulin(pH4)for Intravenous Dosage Form | Injection
s BB | 5%50ml 2.5
BachNo. | 20]803B0I8 Size | 5% S0ml 2.5g / bottle
4rHY HIBOWE
Manufacturing Date 07?3,20!8 Valid Until 06/0372021
IR A SRR IR B3 (pHA) 7 & 5 AR
REKE QAHQ8.2.4-003 MERS | 18018029
Testing According to | H Immunoglobulin(pH4)for Intravenous | Report No.
Injqction quality specification QA-Q8.2.4-003
RENE e BRER
Test It Specifization Test Results
REBANmEEEE )
GHNTB , . T . . TFaERE
Double Immugodiffusion 8:2; precipitation line with anti-human Conform to
LAY
. ERFRERA 1gG A
Identity  faffeadk: i i HENE
| . The main precipitation line shall be IgG as
lmmunoelecu?phores:s compared with sml human plasma Conform to
BATERKRCENME, THINL
0 Y, FEHBE.
\ Clear,coloutless or )i yollow liquid.
Physical Inspection siightly opalescence mgn occur but without
turbidity
a LRy B &
Test for Visible Particles Conform to specification
FAREMRNE B &R
Test for undissolvable partigulate Conform to specification
W KRR IR (nOsaolEg) 240
Test for Osmole Co
BR(m) >50
Filling Quantity(ml) =
Hiw e IoRiacy Vi
Thermostability Test Conform to specification
pH 38~44
BEOMAE L) & A\
Proscin content . ) >50.0 ATEEHL 4‘,5'&2# 4]
HamaR (/¥
Total Protein (g/bottle) 223 Fr ;‘{1‘
gﬁ & % [ 2a
Purity % 295.0 L
Hwaken) AL EN 90~110
Sugar Content(g/L) Maltcose content shafl be 90~110
FTRDIH % IgG B+ RS E295.0

Distribution of molecular sige %

1gG monomer+dimmer content >95.0 \*
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RN RS : 0A-S8.24-0p7, FIRNHBR: FBEARKTERIERES. X EF; P&&fc’ﬁﬁ YRS

QA-S8. 2. 4-007-F007
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