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Certificate of analysis

AR I &
(CEP) Document number %55 : BG-C031-04
Product name Cyanocobalamin Mfg.Date Jan.10,2019
= 2 FR W HE =B 2019401 10 H
Batch No. Cert.Date Sep.15,2019
2 ik 1R B 2019 % 09 A 15 A
Packin 0.1kg/tin,0.896kg/bag/aluminium foil bag Exp.Date Jan.09,2024
BEA 0.1kg/4f,0.896ka/43/45 5548 REBH 2024401 A 09 H
Batch Quantity According as | CEP and in house standard
s B 10.896kg BRI CEP AR i
Test items Specifications Results Test methods
B g Wi R (R PR
Characters Dark rtzg g’YS}EE or dark red crystalline powder. Corllplies \Tigzgﬂr:gt?;o?ﬂ
it RALEIRE DR MEER | mifzsssip: 0547 B
UV: Absorption maxima at 278+1nm,361+1nm Comblies
e and 550+2nm £ 278+ 1nm. 361%1nm &5 550+ | ZPREISE  pp o
'den't,_%!fﬁ,;?;l\on A | 2nm HIBEKLEE BEXR K. monograph/Ph.Eur.<2.2.25>
A351 nm/A27Bnm s 1.70~190 180 Ek?}ﬂﬁﬁ-:g‘lﬁ/ﬁﬁi<2225>
Azs1 nm/Assonm : 3.15~3.45 3.23
TLC: The principal spot in the chromatogram
obtained with the test solution is similar in Ph.Eur
Identification B | position,colour and size to the principal spot in the Complies mo'no ;‘aph /Ph.Eur.<2.2.97>
7B chromatogram obtained with the reference HFEER Zk‘%zgﬂ'?iﬁ /ﬁﬁfx't.<2 2975
solution.F M EE KM E . R/ N SirdER— g -
. ) Ph.Eur.
Loss ;j.%”;%'”g <10.0% 1.9%  |monograph/Ph.Eur.<2.2.32>
TR ERMIZE /B <2.2.32>
Assay i o Ph.Eur. monograph
be 97.0%~102.0% 99.0% BRI ZE a3
Total impurities <3.0% 0.8%
Falisterd 7B ,8 B -Lactocyanocobalamin < 1.0 % 0.4% Ph.Eur. monograph /
| in <0.59 0 Ph.Eur. <2.2.29> (HPLC)
S%)S%tig?ﬁes 34-Methylcyanocobalamin <0.5% 0.1% R M S 16 /I R <2 2 99>
8-Epi-cyanocobalamin <0.32% 0.13% (HPLC)
Any unspecified impurity <0.2% i
HEE—REFLR <0.2%
Acetone In house/(GC)
i <=6000ppr 909ppm | iy 4% SOP-QC-001-04-05
The total aerobic
: : ChP <1105>
m%r%t‘)gg%mt <10cfu/g R Z5 0L <1105>
The total combined
yeasts/mould count <10cfulg SPhEleﬁjQ1<13$()>5>
BERENSELAK £
Conclusion : The product complies with the Specifj aﬁmﬁﬂﬁﬁz in house standard
& # 7= & 74 CEPEIANRIES
Product Usage : QA% % i WEE7o:
7= & g [AFor Drug Use ONot for Drug Use
Responsible .
Reviewed by Reporter
person & . i
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