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Certifidate for the Release of Products
{F 43S/ Certificate No.: RS-0811-2019002 :
7 i % ¥k /Name of th¢ Product: ] i i AN SR =| o
7 44 /Trade Name ¢f the Product: ”%’ﬂ_ﬁgﬁ I é
. RS /Lot No.: | hosees R
i
‘
%]  %/Dosage Foqm: W__“Eﬁ_fjﬂj_“ I B
@ Mssiwe | psmi2sOE
¢ PR Manufactyring Date: 2018 4512 A 4 H ﬁ
T IO o i e L S S
A5 %W % /Valid Until: 2021412 A3 H -
S o RS U—— - \i ; 3?75”’

_ o VAON RV AN
154/t 11 B /Lot Quintity/Export Quantity: 71820 AL AR\
i z%&:r"ﬂﬂﬁﬁﬁﬂiﬂﬂz?"&ﬁiﬁﬂ%%ﬁ, A @ CREZR 005 4 1
e, e CERRISAEAEYD, TR y \JFEEs 1/

The product mentipned above has “’p;z‘l’sscd the check of the process; quality control énd

the production/tes records. It complies with the provisions of the release of Chinese
Pharmacopoeia (2415 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
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The product mentioned abdve complies with tha relevant Provisions for lot release of
biological products and ik approved for relealse,
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As a minimum, This certificyte jg based on review of the summary protocol of

manufacturing and contro].
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Product Name Human Tetanus Immunoglobulin Dosage Form | Injection
et s M ¥ | 2.5ml 250U/
Batch No. 201812F005 Size 2.5ml 250[U/vial
e H I . "HRHE ,
Manufacturing Date 041272018 Valid until 03/1202071
P A RN S S ER R 14 9 JR B bR peas
6 : QA-Q8.2.4-012 & - anhe i
Test According to Human Tetanus Immupoglobulin internally Report No. FD20190p3-002
controlled quality specification QA-Q8.2.4-012
KsEqgH PR E HEdR
Test Ittm Specification Test Result
W SR AmERMR= LIRS, ST5. 4.
AT ik Uik (P L8 AT At
2 BRI Double Only 4 precipitation line with anti-human serum or Confarm to
Identity Immunogiffusion plasma, but no p.recipitation line with anti-horse, |
Test anti-b ine, ann pxg or antl-sheep serum or plasma
Immundelectrophoresis in precxpxtanon ine . shall IgG 3 Conform to
compared with normal human plasma.
R (0 58 v o T A, T LG, R
S BLEM. FraRlE
Physical Inspection Clear, |colourless to light yellow liquid. slightly Conform to
opalescence may occur but without turbidity
il R RL 756 1 52 FraiE
Test for Visible Partidles Conform to specification Conform to
% R(m) s wEME
Filling Quantity(ml) - Conform to
HiasE s RiFF&HsE - FramE
Thermostability Test Conform to specification o Confarm4e-e-
pH & 6.4~74 REEAEY & HROE 1, 2
?E{ﬁﬁﬁ (E/L()gm o ngﬁ A 4]
rotein content - ~ {771 3
S % Fonw TR
Purity % 295.0 Y ~9931, ﬁkﬁ*;
BF RN (%) IgG i fh+ R iF & 2950 ¥Rs ’f@y
Distribution of moleqular size (%) IgG monomer+dimmer content >95.0 | @
HERIE@QL) 2075 D>
Glycin Contents(g/L) :
A R (p/mbd s
Tetanus Antibody Pofency(IU/ml)
BRI 8] QUARD
Total Tetanus Antibody 2250
Potency(IU/vial)
Hi-HBs B (1U/g HER) >1.0 €0.0
Anti-HBs Potency(1U/g of protein) - '
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HIV-1/ HIV-2 antibody test
HCV fiufk
HCV antibody test

(LU F55FH) blank below
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Product Name man Tetanus Immunogldbulin Dosage Form | Injection
= it s M # | 2.5ml 2501U4%
Batch No. 201812F005 Size 2.5ml 2501U/vial
ErAH oy FRHE ‘
Manufacturing Date 04/12/2018 valid untit | 93/12/2021
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Qp-Q8.2.4-012 TS . ,
Test Accordingto | H Tetanus Immunoglobutin interalty Report No. FD2019005-02
cantrolled quality specification QA-Q8.2.4-012
KB E ' PRAERLE REER
Test Iten Specification Test Result
EHRE RLACH A G TEEK
Sterility Test No microbial growth No microbial growth
BN RET, HERE RN, B
RitR b Kb et  memE
ain ca pigs Guinea pigs remain tzealthy and survive Conform to
BT the f)bse_l'\'ation period, no abnormal
Test For Abnormal reaction, increase of body weight
Toxicity oL Eiﬁgﬁ@ﬁ.ldﬂ%ﬁﬁ‘ KRR, B
M Mic remain Mthy and survive the Conform to
cbsarvation period, no abnormal
reaction, increase of body weight
HERHE VES RS Ve HaEAE
Pyrogen Test Conform to specificatio, Conform to
HIV-1/HIV-2 Hitk FA
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Test Conclusion: Conform to the specification
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