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FRERBIBIE
Certificate for the Release of Products

UE 548 S/Certificate No.: RS-0811-2017010

PR Name of the Product: BN SRS

Fi &/ Trade Name of the Product: AR

7 @it 5/Lot No. | 201502!?005

M D/Dosage form. s

M HsSize: i 2.5ml 25010/%%
%7 H ¥/ Manufsttaring Date: _20075E 2 A1 A
HENZEValid Unitil: 202.0 F£02/23H

#8781 7 /Lot Qantity/Export Quastity: 61201 J5
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The product men§oned above has passed the check of the process qnalityeoqtmlud . ‘

| . R,

the productio records. It complies with the provisions of the refesse of Chigese !

Pharmacopoeia (2§15 Edition) and obtains the certification for the relesse of bioiojin‘frl
products, approveq for reicase.
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Certificdte for the Reﬂease of Biologicat Produscts
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LRE201700358
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Manufacturer : S— y %

B o NERRNEEZCOEMENRTE "~ . - ;
Address ' “ ) R

RS BR01700439 | m 4 201702F005 3
Regis. Code i Lat Na. 3

t

L TR Y M % 2.5a 25010/

Dasage Form R Strength ‘
FRIE ELO*Z‘E%E! S HRENR Lo

Valid until Quantity - »
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The product menfioned abave ‘complies with the previsions f
biological ts and has been approved for val or the release of
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This certificatd is based on : tma of summary menufacturixs pwtocol
and
laboratory test tein content, Anti+HBs potency, Storility.hbné:l't’oﬁcim Pyrogen).
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Product Name Human Tetanus Immunoglobulin Dosage Form | Injection
7= 5 @ R OB | 2.5ml2501UMK
BatchNo,| | 201702F005 Size | 2.5ml 250iUNvial
4713 AAME
Manufacturing Pate 240022017 Valid Until 230212020
. &f%ﬂ.)\ﬁﬁﬁﬁaﬁ‘ﬂ-ﬁl&iﬁ -
QA-Q8.2.4-006 |
Testing Accordifg to | Human  Tetan Immunoglobulin { Report No, FD2017005-005
quality specificati N QA-Q8.2.4-006
mE%A . M HESSE
Test Items | Specification Test Results
SIE Y Mk  EHANARE SRR HEME
Doyble Immunodiffusion ' Only a precipitation line with Conform to
+ anti-human plasma
EHRR  Fdak: - EBRVTRBANN 1gG
Identity  Immunoelectrophoresis - The main precipitation line shall be FA 8%
- 1gG as compared with normal human Conform to
" plasma
53  ERLARRRCEBENE, THR
Physical lnspectlln ’ X, FRHREM. mams
- Clear,colouriess  or  light  yellow Conf(;rm to
. liquid.opalescence may occur but
| without turbidity
o LR Am | ERARE
Test for Visible Phrticles . | Confonntospectﬁcaﬁon
% &(m) 325
Filling Quantity(hi) |
AR L NRARE
Thermostability 1 Conform to specification
pH 6.4~7.4
BORsR | {
Protein content ) jﬁlso '
B % : : )
Purity % 12900 Sy el
HEMYB@L) :
Glycin Contents(d/L) 20~25 ‘&1 #i ?i-é M a M&,\ ﬂ
TFRAN R lgG R4+ ZREX%§>90.0
Distribution of mdlecular size % IgG monomer+tdimm [& -!:- F"' .:a.-.
RRIERS {QUmD 2100 I “5s
Tetanus Antibody Potency(iU/mI)
BHRAGNPE QUMK 15250 312
Total Tetanus Antbody Potency(tU/vial) |
#-HBs R (UR BAMK) >1.0 872
Anti-HBs Potencyf IU/g of protein) - |

ARXRNS : QAss. 2. 4-007, FIMIXBVE
QA-S8. 2. 4-007-

13:2015-12-02 14:)8:23 (881 5\3t200)
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DR EWMORE: 2015-12-2 10:48:15 URBALE: BB TRE
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Product Name Human Tetanus Immanoglobulin Dosage Form | Injection
It ! A | 2.5m2s50Uun
BatchNo. | | 201702F005 | Size | 2.5m1250[Uvial
£™AM : HAME

Manufacturing Da 20212017 | Valid Unti | 23/02/2020
Kﬁﬂ)\ﬁ&ﬂﬁai“ﬂaﬁlﬁ&
REHKR QA-Q8.24-006 | REWT FD2017005-005
Testing Accordingtr Human Tetanus Im unoglobulin  quality Report No.
specification QA-08.2.4-006
EMmE ! R REAR
Test Items ,: Specification Test Results

X% MEREK W4
Sterility Test  No microblal growth No microbial growth

B TR, HERRES, R o
RABRNE Guinea pigs i:Ziulnea p;%s b:d';mw:i I;;Jthy and survive, Conform to
Toiaror Abnormal | 1 4 rap DReE DERRRS HRAM o

Mice Mice remain healthy and Conform to

survive ,increase of body weight miom

HERE BEERE BamE
Pyrogen Test Conform to specification Conform to
HIV-V/HIV-2 4k Bt
HIV-1/HIV-2 antibod} test s iv
HCV ik A&E 44 ‘..’iﬁfi-:z.\t‘]
HCV entibody test egative
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REHS, & B ™ :
Test Conclusion Conform }o the specification . : - ;
& A samr 7
Reported by 22| &J% j Date Lol el iy’
X # A \ ! PR R A Fq
Checked by H. z ; QC Dept. Head 7%_

QA-58.2.4-007-F007 IEE®: A\ | RWA: A EWBMW: 2015-12-2 10:48:15 HRAPE: BB ToN
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FBTEMS : 0-58.2.00007, FimImEH: fox&mmnmgm. NHEBR: ~RREHE TMRS:
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