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Certificate for the Release of Products

iE 35405 /Certificate No.:

RS-0212-2021002

7= 5 Z Fr/MName of the Product: oy NG RRE H (pH4)

74 44 /Trade Name of the Product: wEHR

72 Gt 5 /Lot No.: 2020078062

1 %/Dosage Form: ' Pt QRSO
“-_ 4% /Strength: 5% 50ml 2.5g/78 = M””:M%’“}?%
? 4 7 B #)/ Manufacturing Dates 2020 47 8129 Ewé‘{' A //ié
': </ o o
’ 75 BAZE /Valid Until: 20234 7H28 H e ~ ‘};

# B /Lot Quantity/Export Quantity: 12186 i)
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fic=r 'Z" 4 <
The product mentioned above has passed the check of thc"gmces;é?q:\alitgﬂm trol and
the production/test records. It complies with the provisions of iﬂiéif'c:leaké of Chinese
Pharmacopoeia (2015 Edition) and obtains the certificate for the ‘release of biological

products, approved for release.
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Certificate for the Release of Biological Products

i

% B K2 20200936
LRE20200936
=R Her A SR EE (pHd)
Generic Name
e k414 R 2 AT BB AE A A
Manufacturer
Mok @M%&ﬂﬁﬁﬁﬁﬁﬁﬁﬂﬁﬁ%ﬂ%
" Address
R RS 202001748 B 2020078062
. Lot No.
Regis. No
iR VEBTH ST HLie
- Strength
Dosage Form
BROBE  2023%7828H SR
Quantity

Expiry Date

%@ﬁ'iﬁﬁﬁﬁ%$%M%Mﬁﬁ%ﬁ%ﬂi,?U%ﬁo

WAV VW Ve

The product mentioned above complies with the relevant provisions for lot release of
biological products and is approved for release.

ﬁﬁ%§§¢%$ﬁ¢ﬂ$wm#&mMﬁ&&wmﬁmﬁmﬁgmﬁﬁ,,,”

As a minimum This certificate is based on review of the summary Jrag
manufacturing and control. : 4
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[ Certificate of Analysis for Finished products

i
__ |
G T BENRAREEEHY) A | AT GRS
i ’ Human Immunoglobulin (pH4) for Intravenous Dosage | Injection (Liquids for
Product Name
Injection Form Injection)
Py M #% | 5% S0ml 2.5g/
Batch No. 2020078062 Strength | 5% 50ml 2.5g / bottle
# 7= H HRHE
Manufacturing Date 29/07/2020 valid until 28/07/2023
e K G Tl (pHid) P PRI IR HE QA- .
fsEikiE | Q824009 Report | BD2020062-078
Test According to | Human immunoglobulin(pti4) for Intravenous Injection No
internally controlled quality specification QA-Q8.2.4-009 ’
BemE FRAELE BESR
Test Item Specification Test Result
AR AR HAUE EEFD T 5o
Diphtheria Antibody titer(HAU/g of protein)  ~ ’ j
PKA(IU/mI) <30 K
FAMAIEHE (%) i T
Anticomplement Activity(%e) = ‘ A
i A MEER . "
Anti-A Hemagglutinatins Si04 TR %.,13‘6
ﬁ B mﬁﬁ <1 ,64 f - w: &
Anti-B Hemagglutinatins i
THERE MEEEK A
Sterility Test No microbial growth N microbial growth
BHRIRE i i R ok BRI e B
Guinea pi Guinea pigs remain healthy and survive . com to
REHEGE pigs the observation period, no abnormal
Test For Abnormal reaction, increase of body weight
Toxicity %N @.Jﬁéﬁﬁ%ﬁ,hﬂﬁﬁ’%‘ =B, B
MRIRR whaE R A R EPIEM R
Mice Mice remain healthy and survive the
observation period, no abnormal reaction,
increase of body weight ’f . \
BB E R ARE /
. en Test Conform to specification 3 ormt.
HIV-1/HIV-2 3% » RLRBAYE ey
HIV-1/ HIV-2 antibody test _Negative -\ Fg o
HCV Huk PR > Y, 3 Wi
HCV antibody test 845 Reginbe 1% T2 Negative
(W F2 ) blank below e = E
G 7T e W L B
Test Conclusion: Conform to thie specification ~* il
®E A iy
;epo?d t}{ A W Date Rk ”2 %
% AR # I
Checked by ) % é; / QC Department Head 7’},

PR SLES4RS : QA-S8. 2. 4-007, BRI S PRIR EREARBOBRIIFER, TS ~RKERS RS QA
8. 2. 4-007-F007 RRES: A\ 3 s2EA: W HWER: 2019-01-23 16:47:33 MEIBP,H3: SRREVR TES
i8:2019-01-24 10:53:32(85 2 I\ 2 ]
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Certificate of Analysis for Finished pmductswj
4, vk \ SR EE(pHA) A A | S GEATHD
Propc‘i 15 Néme Human [mmunoglobulin (pH4) for Intravenous Dosage | Injection (Liquids for
Injection Form Injection)
ot A i) #% | 5% S0ml 2.5¢/#
Batch No. 2020078062 Strength | 5% 50ml 2.5g / bottle
A= H I HABHE
Manufacturing Date 29/07/2020 Velid unti 28/07/2023
ﬁﬁik%&ﬁﬁ B(PH‘*)W&mﬁﬁi& QA- REHT
RAMIE | Q8:24-009 Report | BD2020062-078
Test According to | Human Immd in(pH4) for Intravenous Injection NP(?
intemally controlled quality specification QA-Q8.2.4-009 i
wEmE FRAE IR E BEER
Test Item Specification Test Result
ﬂﬁﬁ)\ﬂniﬁﬁmx?“&ﬁiﬁﬁi. B, 4
SRR Bt Gtk f2E MR ER AT T .
P Double Only a precipitatioy line with anti-human serum OF  ~onfarm to
dentity {mmunodiffusion plasma, but no pmrpit'ation‘ line with anti-horse, anti-
Test bovine, anti-pig or anti-sheep serum or plasma.
; EﬁEﬁ'J\ﬂﬂ?ﬁE‘iﬁn%tﬁﬁ, FEHREENA 180 o
G HBIKTE The st o Seattor tivie dlinll be 1g0 d HaME
[ mmunoelectrophoresis he main precipitation line gG as compared o coem 1o
with normal human  plasma
R 3 T (B Bk £ W L AHHB ML, B
e MR HERME
Physical Inspection Clear,colourless or light yellowe” quidz ~ Conform to
: opalescence may occur but withot tuirbidi
] LR REFF S 470
Test for Visible Particles Conform to specification RS
AR & R A M E L
Test for undissolvable particulate Conform to specification
¥4 %5 T I VR VR JBE (mOsmol/Kg) 2240
Test for Osmole Concentration =
# f(ml)
Filling Quantity(mi) 250
s iR R AR
Thermostability Test Conform to specification
pH f& 3.8~44
EARER @@L
Protein content  (gL) 2500
BamSE (g 3 i
Total Protein ( le) PR e 8 gt
%E (%) g/bon '6}!\- ﬁ\ l%* o & t} S&. 2’5 »Q: %A hov t
Purity (%) |
il ~
Sugar Content(g/L) 1 beBo~ 1107 | 100
SF RS (%) sG e Rt e li97.0 . i
Distribution of molecular size (%) 1gG monomer+dimmer content 297.0 )
$i-HBs A ihrauU/g EEH) >6.0 1.3

Anti-HBs Potency(IU/g of protein)

BB Ps4RS - QA-S8.2.
S8. 2. 4-007-F007
i6:2019-01-24 10:53:32(88 1 BT\t 2 )

4-007. Bl R4RAR: F‘Eﬁﬁ&ﬁlﬁg&lﬂfﬁﬁﬁ. prg:s
BAS: AN\3 wsEA: W HWERE: 2019-01-23 16:47:33 MEIAPLS: SRER

S PRRERs XHES: o
TER




