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Specification Sheet

PR (JP)

Product name 7= 5 £ F%

Mecobalamin (Methylcobalamin) 4 fi%

Country of origin Jii 77

China | Date

| 2017-08-30

Shelf-life A &

3Years 3 F

According as & 4K 35

JP XVII and in house standard H 424 il

XV F1 P 2 br it

Test items & 35 H

Specifications }i#%

Test methods il 775

JP Monograph

Characters Dark red crystals or crystalline powder Visual method
ERIN R FEE MR R F A 25 805 H A
(1) UV: Compare the spectrum with the reference
spectrum, Both spectra exhibit similar intensities of JP Monograph/JP <2.24>
Identification absorption at the same wavelengths. H AR 25 L1/ % <2.24>
L3l o fi 5 AR G FE AR R AR T A SR ABL A MR A5 P

(2) Cobalt: Meets JP requirement

BT A AR SUEDR

JP Monograph H 424 i

Clarity and color of solution

VAR P A

The solution is clear and red color £ {47 %5

JP Monograph H 424 i £

Related substances

Each area of the peaks other than mecobalamin is not
more than 0.5% of the peak area of mecobalamin

3% FE Al g g MR — 2% RO T AR AN KT FR i e T A 11 0.5%

JP Monograph/JP <2.01>

GES/L: The total area of the peaks other than mecobalamin is not | HAZi 3% i8/H5x<2.01>
more than 2.0%
R A S, HEammAiA kT 2.0%
Water /K4 <115% JP Monograph/JP<2.48>

H A2 #5180 ¢ <2.48>

Assay(Calulated on the
anhydrous basis) & & (T-3&)

98.5%-101.0%

JP Monograph
HAZ i ip

Acetone A i

<5000ppm

In house/(GC) N #%/(GC)

The total aerobic microbial count
G I

<1000 cfulg

The total combined

ChP <1105>
HrE 24 8 <1105>

yeasts/mould count <100 cful/g
P 15 B RN 25 B R B
Staphylococcus Aureus Absence (cfu/g) ChP 2015 <1106>
S ORI B R TR (cfulg)

Salmonella ¥ TH

Absence (cfu/10g) "B H (cfu/l0g)

ChP 2015 <1106>

E.coli Kl

Absence (cfu/10g) A~EkH (cfu/10g)

ChP 2015 <1106>

Bile-Tolerant Gram-Negative
Bacteria fiff iH &k & 2% B 1t 4

Absence (cfulg) AE#H (cfulg)

ChP 2015 <1106>

# (Pb)  (mg/kg) <0.5 Atomic absorption spectrometry
M (As)  (mg/kg) <15 Chp2015<0822>
% (Cd)  (mglkg) <0.2 Atomic absorption spectrometry
& (Hg) (mglkg) <0.1 In house /ICP-MS
Conclusion : The product complies with the specification of JP XVII and in house standard
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