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Certificate of analysis

RS 8
(CEP) Document number 455: BG-C031-04
Product name Cyanaocobalamin Mfg.Date Jan.10,2019
PR B FR i =B 2019401 10 8
Batch No. Cert.Date Sep.15,2019
s SIRIZTA 104 B 20194 09 A 15 A
Packin 0.1kgtin,0.896kg/bag/aluminium foil bag . Exp.Date Jan.09,2024
2R 0.1kg/4,0.896ka/48 /435848 oy = 2024 %01 A 09 A
Batch Quantity According as | CEP and in house standard
HEHE 10836k IR CEP HIptrite
Test items Specifications Results Test methods
IRy =] i R EEES K =
Characters Dark rEZE Ex':ryslfflss or dark red crystalline powder. | Complies \r?iggglgrrsgtfg:O%SM
He g oy & T /L . FE 5 2 R
R AL BAS MBS Rt WEER  |missstin. 0547 B
UV: Absorption maxima at 278+1nm,361+1nm Compliss
o and 550+2nm.2£ 278+ inm. 361t 1nm & 550+ | ZONESSS  Iop g
ldenggfgonA 2nm MIEEACAL T B RTR YL monograph/Ph.Eur.<2.2.25>
g Asst renlAzzenm = 1.70~1.90 180  |HMZATR/;HR<2.225>
A361 nm/A550nm : 315~345 3.23
TLC: The principal spot in the chromatogram
obtained with the test solution is similar in Bh.Eur
Identification B | position,colour and size to the principal spot in the Complies mo'nogi'aph/Ph Eur<2.2.27>
£718 chromatogram obtained with the reference | H&ER BMZE LT /I <0 2 27>
solution FEf =B ML E . I T AN SHRHES— - -
.
. Ph.Eur.
088 i‘;”yg%'”g <10.0% 1.9%  |monograph/Ph.Eur.<2.2.32>
s R HIZE 1 i/ [ <2.2.30>
Assay — Ph.Eur. monograph
58 57.0%~102.0% 900% | gzt
Total impurities <3.0 % 0.8%
Related 7 B ,8 B -Lactocyanocobalamin < 1.0 % 0.4% Ph.Eur. monograph /
i in <0.59 0 Ph.Eur. <2.2.29> (HPLC)
suﬁb;é@}cjgs 34-Methylcyanocobalamin <0.5% 0.1% RN ZS £ /I <2 2 205
k 8-Epi-cyanocobalamin <0.32% 0.13% (HPLC)
Any unspecified impurity <0.2% o
HEE—RE LR =02
Acetone In house/(GC)
ot =5000ppm 909ppm | gy SOP-QC-001-04-05
The total aerobic S
microbial count $10002ﬂJ‘Lg*‘f’,’f""'";""*-: <10cfulg g]h[%%ig?f05>
BEERY e \‘&}é\iﬁfﬂ//?ﬁ;h -
"he total combined g Y 7
reasts/mould count < ; b m - =y <10cfulg %hfgmigg?&>
BRENSE LK K| £
Zonclusion :  The product complies with the Specifitation-ofCEP aptl in house standard
& 7= B4 CEP-FI icz#ﬂﬁ\\\//ﬂ
roduct Usage : A%5 5% FHig DGR %
= i (AFor Drug Use ONot for Drug Use
Responsible ;
Reviewed by Reporter
person & o . .
FHFA é JLE% qZA M@m B A %&S}i

NO. R1-CEP 2008-070-Rev 0?




