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Specification Sheet

PSR
Product name Cyanocobalamin
EL] B
Country of origin | China
JiR 77 H
Retest-life 5Years
A 2] 5 4f
According as Ph.Eur.10.0 BP and in house standard
RIS RRHHZ5 8 10.00 . DefE 245 2018 Al A 12 b itk
Test items Specifications Test methods
R I H Ak For 77 2%
Characters Dark red crystalline powder or dark red | Monograph: 0547
PR crystals. ¥R4L (4 Bk R Visual method

Rl 24 dh E40. 0sA7 Halvt

Identification A
L5 A

UV: Absorption maxima at 278+1nm,361+1nm
and 550+2nm.7E 278+ 1nm.361+1nm 5 550

+2nm KA SRR

Ph.Eur. monograph/Ph.Eur.<2.2.25>

1.70~1.90
3.15~3.45

A361 nm/A278nm :
Azs1 nm/Assonm

KRN 24 B E i/ B 5% <2.2.25>

Identification B
25 B

TLC: The principal spot in the chromatogram
obtained with the test solution is similar in
position,colour and size to the principal spot
in the chromatogram obtained with the
reference solution. ¥ i 3= 2 s A7 & B A

KNS bt b — 3

Ph.Eur. monograph/Ph.Eur.<2.2.27>
BRI 2 L0/ M 5 <2.2.27>

Loss on drying

Ph.Eur. monograph/Ph.Eur.<2.2.32>

1= = < . 9 ) N
TR 10.0% R 24 e 1 72<2.2.32>
Assay of o Ph.Eur. Monograph
S 97.0%—102.0% R 25 4 1
Related . " Ph.Eur. monograph /
< 0
substances Total mpgrgg; =30% Ph.Eur. <2.2.29> (HPLC)
R S R Z4 81/ [ 57 <2.2.29> (HPLC)
Acetone In house/(GC)
. <5000ppm 2
P M #E1(GC)
The total aerobic
microbial count <1000 cfu/g Sph ?Elligfoi)>
DRI e
The total combined
yeasts/mould count <100 cfu/g (E:Ph ;“ﬂ<§11<12?o>5>
B B P25 B et
Stapﬂzlrzcl:gccus Absence (cfu/g) ChP 2015 <1106>
{ﬁﬁ@@kﬁiﬁ K’?:Ef*ﬁﬂj (CfU/g)

Salmonella 7015

Absence (cfu/10g) Af3#6H (cfu/l0g)

ChP 2015 <1106>

E.coli Kt

Absence (cfu/10g) A3 H (cfu/10g)

ChP 2015 <1106>

G?;r?{:lr\(l)tla%r:tri]\te Ab/sEence (cfulg) ChP 2015 <1106>
Bacteria ffiy JH &5 %5 == Al (cfulg)
£y (Pb) (mglkg) <0.5 In house/(AS)
fif (As) (mg/kg) <15 In house/(AS)
&% (Cd) (mg/kg) <0.2 In house (chemical methods)
7% (Hg) (mg/kg) <0.1 In house(External inspection)

Conclusion :
gk w

The product complies with the specification of Ph.Eur.10.0 BP2018 and in house standard
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