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The product mentioned above complies with the relevant provisions for lot release of
biological products and is approved for release.
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As a minimum, This certificate is based on review of the summary protocol of
manufacturing and control. :
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Certificate for the Release of Products

UE B 485 /Certificate No.: RS-0212-2021042

7= §h % #/Name of the Product: BEALKRES (pH4)

7§ #h % /Trade Name of the Product: BEEBA

= it S /Lot No.: 2021018007
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# % /Strength: 5% S0ml 2.5g/#K
A7 H #3/ Manufacturing Date: 2021 %F1 29 H
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The product mentioned above has passed the check of the process quality canktrol and~ <
the production/test records. It complies with the provisions of the release nf Chlnesc F &
Pharmacopoeia (2020 Edition) and obtains the certificate for the release of blologtcal : '
products, approved for release. V2 H AR f.._f' ¥
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Sterility Test

No microbial growth
RS2 W77, HE S
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Product Name | Human Immunoglobulin (pH4) for Intravenous Injection Dosage En;_ect_ron (Liquids for
Form Injection)
7= G it B 2021018007 M | 5% s0ml 2.5g/1
Batch No. Strength | 5% S0ml 2.5g / bottle
ErEH i
Manufacturing | 29/01/2021 A ﬁz}#}é’g 28/01/2024
Date Valid until
BEKRE | BEAZERE FI(pH4) £ 5 BT QA-Q8.2.4-009 MEm s
Test According | Human Immunoglobulin(pH4) for Intravenous Injection Report | BD2021007-015
to internally controlled quality specification QA-Q8.2.4-009 No.
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Test Item Specification Test Result
FIWI A% (HAU/g B &)
Diphtheria Antibody titer(HA Ulg =30 15.2
of protein)
PKA(JU/ml) <30 REa
NHAEE (0 <50 22
Anticomplement Activity(%) #
A MR : 2N ;
Anti-A Hemagglutinatins =0 v 16
B mlﬂ# 2 v ‘ J
Anti-B Hemagglutinatins <1:64 i 8
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No microbial growth

KR it RisEmtm g W
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f e Guinea pigs observation period, no abnormal reaction, increase of Conform to
est For body weight
enonng} ] NRRLEBRIE, ELE S RIS, R A 5L
minds PR IRE B s L 40 ¥ s
Mice Mice remain healthy and survive the observation Conform 1o
period, no abnormal reaction, increase of body weight
RS BTFE e fraMsE
Pyrogen Test Conform to specification ~.Conform to
HIV-1/HIV-2 itk RE F9 P 14 N2
HIV-1/ HIV-2 antibody test Negative "Negative -
HCV $ith i T A =
HCYV antibody rest 4 Negative &
lgA 5% & B (ug/mi) = r”;& U@
Immunoglobulin A(pg/ml) % \ B
REEn T A g B =
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Certificate of Analysis for Finished products

Anti-HBs Potency(1U/g of protein)
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Product Name | Human Immunoglobulin (pH4) for Intravenous Injection Ponm Injection)
7= b it S M # | 5% 50ml 2.50/%
Batch No. il 220 Strength | 5% 50ml 2.5g / bortle
=W 2
Manufacturing | 29/01/2021 ﬁﬁ;ﬁ¥ 28/01/2024
Date Valid until
REKE | BEARGRE A (pH) PR A B QA-Q8.2.4-009 | 545
Test According | Human Immunoglobulin(pH4) for Intravenous Injection | Report | BD2021007-016
to internally controlled quality specification QA-Q8.2.4-009 No.
REmE bRk A 2 KsEH M
Test Item Specification Test Result
RSMAf A MR R, S
A i PURE . HOF LB LA A A
o )R Double L Only a precipitation l_in_c u‘filh a.nti-hu_man serum or CorTfnnn -
Identity Immunodiffusion pla§ma. but no precipitation line with anti-horse,
Test al_ntl-bovme. ?ﬂtl-plg or anu-shcc_p serum or .PIasma.
Immunoelectrophoresis main precipitation line shall be I1gG as Conforin o
' compared with normal human  plasma
MR KK 8 B B ih . of MLk, &
b 1 HS BV o ¥l
Physical Inspection Clearcolourless or light yellow liquid. slightly Conform to
opalescence may occur but without turbidity
o] W 54 L M5 s 754 HUE
Test for Visible Particles Conform to specification e Ty, Conform to
MR B R A M ;‘f’iﬁa BN wome
Test for undissolvable particulate Conform to speciﬁcationi )Q&&\ ' ‘é:__ % Conform to
BB /R (mOsmol/Kg ) 5740 S s \ V"é’l' ¥ 340
Test for Osmole Concentration = i1% 2l
e fik(mi) o ; | e
Filling Quantity(ml) e * Conform to
mEttite REFF-& 352 &M
Thermostability Test Conform to specification Conform-te.
pH i 38~44 AR\ [ ¢
HAM AR L) AN
Protein content  (g.) iy el o ”
HERSE (D) e Nl
Total Protein (g/bottle) = Y 4 T
S (%) - AT (1
Purity (%) i e V2R AR L
4 ML) v PPN oo
Sugar Content(g/L) tose content shall be 90~110 )
HFRAM (%) 166 o F R E fsoro” T T —_—
Distribution of molecular size (%)  14G monomer+dimmer content 297.0 | ’
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