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Document number 4#5: BG-C007-04-01

Product name Cyanocobalamin(Vitamin Biz) Mfg.Date Feb.08,2021
LB ER k. GUEhiE (JEHER B ‘ 7= B A 20214502 F 08 B
Batch No. Cert.Date Feb.17,2021
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Packing 0.1kgftin Batch Quantity 20.0k Exp.Date Feb.07,2026
BEEE Odkghl | s | T8 | RMEN 20264 02 & 07 B

Acioé?m%:as Ph.Eur. 10.3 and in house standard BUHHZE & 10.3 R HEIRE
Test items Spec}fications ' Results  Test methods
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Characters Dark red ,crystalline powder or dark red crystals Complies \F"/h.EL;r.motplograph:OSM
PR RS, ERIERRNRIEE R, HEER | paime s
= - Riih #i35%ik. 0547 H i
UV: Absorption maxima at 278nm,361nm and Soninile
e Bhoation 547-559nm. %€ 278nm. 361nm & 547-558nm 13 ?’f;’&'?&;"‘j? Ph Eur
ek 1A 2 i A ) S 2% - . s
enl}:::;:]?gon , AR AR J monograph/Ph.Eur.<2.2.25>
e AsgiomlAazgnm : 1.70~1.80 ] 1.86 BRI 2 S5 1R 1Pl 5c<2.2.25>
Assinm/Asar.s5enm: 3.15~3.45 3.26
UHPLC The principal peak in the chromatogram ‘
obtained with the test solution is similar in . oh Eur
|dentification B retention time and size to the principal peakin | Complies S N
5B the chromatogram obtained with reference IR N @Oﬂogﬁ@if?l;%r(?;;g%
So|uﬁ0n(C).i;:lﬂiﬁ';ﬁ?f{ﬂf]iﬂl:ﬁ-{ﬁ%%ﬂ*j‘['i]:f:ﬂj;f_!\‘_:j:;‘,‘c R T
| BB C H9AR . o
; ! Ph.Eur.

Lags giegs <10.0% 26% | monograph/Ph.Eur<2.2.32>
Rk ) BN 25 o E b /0 5<2.2.32>
Ass Ph.Eur.

i ; 97.0%~102.0% 99.1% monagraph/Ph Eur<2.2,25>
= ‘ B £ 3Lk 1810 <2.2.25>
Total impurities=3.0% 1.1%
| 7B,8p-Lactone-cyanocobalamin<0.7% 0.1%
|
E 50-Carboxycyanocobalamin<0.5 % NOtzget?FftEd
| REEH
34-Methylcyanocobalamin<s 1.5% 0.5% Ph.Eur. monograph /
suizltat::es L ’ = ° | Not det;cted Ph.Eur. <2.2.26> (UHPLC)
i .H-..?;,_L_ﬂ % i 32-Carboxycyanocobalamin<0.5 % 1 P W 4 54 1/
SR - : ‘ Lk | Hff3£<2.2.28> (UHPLC)
1 8-Epi-cyanocobalamin=<0.5% | 0.2%
‘ ) Not detected
< U,
Impurity F =0.5% ek i
L Unspecified impurities <0.2% <0.2% _
Acetone - \ In house/(GC)
HE | =uCRppm | 297PPM | 5 5/(GC)SOP-QC-104-04
The total aerobic = | :
: : . pid ! ChP 2020 <1105>
< ‘ L } fi g b
m':%;ff:bfff;';_f‘gm | <ADUgg. " | 15e/g | g sk 2020<1105>
The total combined T '
t g 1 = " e
yeja;%n:;ulgcglgf | 100 Cﬁf"g S A + 109 off [# #5 3 2020<1105>

Conclusion :

The product complies with the spe

ification-of Ph.Eur. 10.3 and in house standard
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