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§  PEi%¥/Name bf the Product: _BEASKUREN (pH4)
e j"ﬁ;ﬁ;’_zmgae Nfme of the Product: | BB |

i ?”‘ﬁ:ﬁt%lLotNo | | 2018088067
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Certifijate for the Release of Biological' Products
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BB K201800744
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PREE  EEAKSRNE (M),
Generic Name » j Lo
CEFEY REWAKVTMRERE -

Manufacturer

st O 12 S e

Adﬂress. L )
. RS f20is0nis3 R 2 201808B067
T — ' Lot No.
Regis. No .

Cmm b o L mE 5% soml 2.5/
_ ' v.-'Stre‘ng‘th

' i)osé‘ge Form

“'  HHME 721&5@330& s fﬁﬁw ;133_219}&?'[-
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Expiry Date

5| with' the re..levévn"t provisions for lot i-eléas;ev of -
biological products and is approved ,, for release. :
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~ As o aininun, This certificate’ is hasqd on review of the sumsary protos

. ‘manufacturing _aud control.
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Product Name I ﬁzn Immunoglobulin(pH4)for  Intravenous Dosage Form. | Injection
RS ‘ M | 5% S0ml 2.5/
Batch No. 2918088067 Size. | 5% SOml 2.5g / bottle
= H ) HRME
Manufacturing Date 3|/08/2018 Valid Until 30/08/2021
— HEA SRR B B (pHA)™ & B B ARAE .
$: A-Q8.2.4-003 A RERS 01 ,
Testing According to man Immunoglobulin(pH4)for Intravenous | Report No. BD2018067-077
__| Injection quality specification QA-%J.W3 , ;
R ED R RESR
Test.Iteips Specification Test Results
R g A R 3K P> EUTIELR !
ggﬁ’zﬁﬁ nodiffusion Only & precipitation line with anti-human ?oﬁ‘?‘nffto
LR o M8 126
£y . uc: - . A
Identity &%ﬁﬁﬁm horesis . The mﬁ. precipitation line shall be’ IgG as .g:fiﬂnniw
PROTESIS. - compared with'normal humaty * plasma
. EZ?&;’!?@}.E‘Z?&%&?E%W&{*. AR
s : Clear,colourless or light yellow liquid. '
Physical Inspection slightly .opalescence may occur but without Conform to
. turbidity
CIRR ] MFEAME
“Test for Visibic Particies Conform to speci
REARSE REEME
- Test for undissolvable patficulate Conform to specifics
| BB RN (mOsndl/Eg) Csaae
-1 Test for Osmole Concentrption
| Bl 350
Filling Quantity(rl)
HREERR gy g5 bd
-| Thermostability Test Conformi to specification
pH 3.8~44
EHABSE (L) o _ -
Protein content  (gL) 2300 e iw 513 & 5 g ild
EERSE (/D e L ER AR SE Ve
Total Protein (g/bottle) ’ f ’ Lo ;
| £EEL % oo U3 b B Fn B L
| Purity % 2550 PUOLLAN s T i
B EEL) IS R 90~110 & e ey e
- { Sugar Content(g/L) " Maltoss content shall be 90~1T6" '
| BFKADE % lgG Hfhr = Rib A A295.0 000

IgG manomertdimmer content 295.0
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Cemﬁeate.of Analysis for Finlsheﬂ prqducts
4 FHEA S 3R (S (pHY) mooR
Prfld uct me " :-h‘iman lmmnnoglobulin(pnﬂ‘t)ﬂar Intravenous | Dosage :fjizggn
njection Form
o % 2 ' M % | 5%S50mi 258K
Batch No. 2018038067 Size | 5% S0ml2.5g /bottle
E=AM E<p ¢ CE
Manufacturing Date 310812018 Valid Until 30/08/2021
i &Aﬁ&ﬁﬁﬁ(plﬂ)?‘&ﬁ}ﬁﬁﬁ‘dﬁ
Testing According to .lrl.uman Immunoglobulin(pH4)for Intravenous | ReportNo. | '
Injpetion quality specification QA-Q8.2.4-003 -
B Em R RESR
_ Test lteths Specification Test Results
HH-HBs MUl REH) ' . '
Anti-HBs Potency(1U/g of|protein) 260 - '¢.5l9..9
| BB HAY/e BER) 3.0 : .18 . =
Diphtheria Antibody titer(lHAU/g of protein) = : LR E g
| PKA(IU/mI) <5 skt g
| AbsiESE (%) oy P e S T Y
AntlcomplememActMty( o) = - 3% R
Hi A %R ;
. A <1:64
Anti-A Hemagglutinatins
B B MK <1:64
Anti-B Hemagglutinating
THITE MR
| ‘Sterility Test No microbial growth
) - EREE DXERRRE, 4ESM
R BENE ‘ o ?utnf p;%s femain, healthyand survwc, Confolgto_ R
| Test For Abnotmat [T seof body welght B e
o PRBTE E%ﬁ#ﬁ& PRI e TE YL S
Toxicity . HERE
Mice remain healthy and o ..
sutvive ,increase of body weight- '
IR RIRFE sk HERE
Pyrogen Test - Conferm to specification “Conform to
HIV-1HIV-2 §iik Pt
HIV-1/HIV-2 antibody test Negative
HCV ik Btk
HCV antibody test ~ Negative
(Bl FEEE) blank below|
wRrehie: 4 L]
- Test Conclusion: Conﬂ)rm to the/specification e
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