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& No.7 Keyuan Scuth Road, Hi-tech Zone, Chengdu,
ﬁsmv Sichwan, PR.C '

LA ETFY LN 8% Code: 610041 Hi3% Tel: 86-28-85281036
Chengdu Rongsheng Pharmachutical Co., Ltd. 63 Fax: 86-28-85281039
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Certifi¢ate for the Release of Products

TF B S/Certificate No. RS-0811-2018002

7 i 2 $K/Name of thd Product: BORA R ERE

Bidh&/Trade Name of the Product:  #4:i§

7™ B 8 Lot No.: 201709F008

#  B/Dosage Form: B

M HKsSize: 2.5mi 2501U/%5 | |
47 H ¥/ Manufacturjng Date: 2017409 H 11 H i :
H W Z/Valid Until: 20205 09 H10 H b

HER/H O B0t Quanfity/Export Quantity:

SEPNRRBIMAL RO 20w, SRk (B 2018 &

M, HmaE M e RN, Tt
The product menﬁo:x%:buve has passed rhe‘ah@gk of ¢

process quality control and .
the production/test ry ords. It complies with the provisions of the release of Chines
Pharmacopoeia (2015 ition) and obtains the certificate for the release of biological
products, approved for|release.
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Product Name ' Human Tetanus Immunoglobulin Dosage Form | Injection Chbee
SRR ‘ M % | 25mi2sounE
Batch No. “O1703r08 ) Size 2.5ml 2501U/vial
, G RE . HEZE
| Manufacturing Date |[! /092017 valid Untit | 19/09/2020
i m [t AR e TR B 7 o f B v i s
SEAKAE A-Q8.2.4-006 EE R o
Testing According to Euman Tetanus Immunoglobulin Report No. - et 608; =
uality specification QA -Q8.2.4-006 ; i
hiﬁ 1 fd\!’&%ﬁ!% . &ﬁtg‘?% =
Test Ipms Specification Test Results
VeSS Ni SE e e s
Only a precipitation line with (,o:form “
- entishuman plasma : : B s
ERVIRARA G e
The main precipitation line shall be P
I2G as compared with normal human Conform to
pleu;ma
R RAT € 80K 3T AW, W ‘Iﬁ%‘%
| Physical Inspection Iy AR ﬂmm e Admes
Clearcolourless  or  light ycllow Fese
e . Conformto
liquid.opalescence may occur but
‘ without turbidiiy
BT W54 i B HamE
Test for Visible Particles oot T Speci 1 catxon " ok Conform
$elik(mi) git s AR ELY pame
Filling Quantity(m]) e Conform to
HkaE RS Riie e, , e 1T -mi Faue
| Thermostability Test | - [Camp %gg@@gn@ M= Conform to
| pH e | 64ﬂ 7.4 -‘47'«66 :
RERAE @) | Y g L 100
Protein content / (g/L) =
aE e \
o Punty% i : >90.0 99.4
1 Glycin Contems(g/L) T2 P
A DTAMNIT % o IgG M4+ R4 8>90.0
o . _ 97.0
| Distribution of moleculag size % IgG monomer+dimmer content >90.0
| BRI (TU/m) 160 135
| Tetanus Antibody Potencl(IU/ml) -
| BERESRGSR quso i i
| Total Tetanus Antibody Pptency(IUfvial) ="
Hi-HBs Binr1u/g B i) >1.0 - 60.1
Anti-HBs Potency(1U/g df protein) -
PIXIRSRS : 0A-58.2.4k007, PR SCRSRER. R 8 RA TEETERS, NNIm: FE?ﬁm?ﬁﬁf 3‘(@4%%
QA-58.2.4-007-F007 REMB: A \ 1 REA: Wt LHBE: 2015-12-2 10:48:15 HAIEFS: {%Eﬁ

TEE
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Product Name Human Tetanus Immurnoglobulin : Diosage Form | Injection
7 fhit 5 i Moo#® | 2s5mlosouss
_BachNo, | 1709008 _ Size | 2.5ml 2501Ufvial
R 5 ARME
Manufacturing lﬂ?}ate 1170572017 Valid Until Wresae20
; 'ﬁiﬁl,&f{a%%}?ﬁ?H* dn BRHE AR AE o .
1 s -(08.2.4-006 REGwE ,
- | Testing According to man Tetanus Immunoglobulin quality Report No. FD2017008 OO g . ,
st 1ﬁcatxonQAQ82406 g Sy : o
i WEfE T pERm
. Test Itqms Specification Chiih e TcstR&.ults L
[FakE | N B K T RBER
Sterility Test No microbial growth No mxcrobxal growth
s & B B, EER¥RE, SREMn ?@Aﬂﬁ :
A R Gujnea pigs Guihea pigs remain healthy and survive
i ,ﬁf ﬁ?ﬁf)m&l _ increase of body weight Conformtc ‘
iy AR R% DAL, DESARS, #E Milis
D Mi Mice remain healthy and Co:fonn o
: survive , mcr&‘f_’igﬁm.ﬂ ight ' i
| Ens b s e HaHE
| Pyrogen Test P A Soriforip, isiecifi fcationr * Confonn to
| HIV-UHIV=2 $i4k BT
~{ HIV-1/HIV-2 antibody tesf ﬁ_%lcr;pv A P e

HCV #Hifk Loka e e EE e

HCV antibody test I& ‘F?e “c’?vewi

(ELFEEET) blank below

"\K""'

Kt it e
| Test Conclusion: Conform fo the specification
| | EH A : % H 8 ' o

- Reported by 1 Date Jo (7_ (¥y. 20

"B A 5 FEREHRIA .

Checked by o | QC Dept. Head 7@&‘4" e
DIBRMRS: 0-se.2 400, FEXSSH: FRERRRSERTERS, TR FRRERS sz&m%- |
OA-S8.2.4-007-F007 FEAS) A\ 1 REA: Wy W O 2015-12-2 102485 15 MEMPS: Bk - FaN
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