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Certificate of analysis 0220428
FRAR RIS R Zloulz2s
(EP) Document number 4i5: BG-C007-04-01
Product name Cyanocobalamin(Vitamin B1z) Mfg.Date Nov.05,2024
PR T (4E4 % Bea) I =F. 2024 E£11 505 8
Batch No. Cert.Date Nov.18,2024
o c241022A % B I 2024 % 11 5 18 B
Packing 0.1kgftin Batch Quantity 15.0k Exp.Date Nov.04,2029
A 0.1kg/f s 7O | AWM 20294 11 04 H
Ag%zﬂd&iggas '~ Ph.Eur. 11.0 and in house standard BX¥HZ55% 11.0 BRFI A IS 4R
Test items Specifications Results Test methods
BUGE A% RE R i TiE
Characters Dark red ,crystalline powder or dark red crystals Complies Eg'éfau]rgﬁgggrap Wa47
K27 HRAE, ERENRRRLBE S, HEER BT R ER: 0547 BUE
UV: "Absorption maxima at 278nm,361nm and Combligs '
T, 547-559nm.Z 278nm, 361nm 5 547-559nm £ fampﬁz% Ph.ELT.
en%%cfgon A | EKE BRI, - monograph/Ph.Eur.<2.2.25>
Assiom/Azzenm  : 1.70~1.80 1.87 R 28 s F 1R/ % <2.2.25>
Assinm/Assz-559nm: 3.15~3.45 3.27
UHPLC:The principal peak in the chromatogram
obtained with the test solution is similar in Ph.Eur
Identification B retention time and size to the principal peak in Complies o
£51B the chromatogram obtained with reference - HEEX %3?1%;@12%‘5%::22222%?
solution(c). M IAE R L BRER AFIANES - o
BB C Byafl.
Loss on dryin Ph.ELr.
TimrE g <10.0% 2.2% monograph/Ph.Eur.<2.2.32>
RN BRIHZ L E b/ <2.2.32>
A Ph.Eur.
e ] 97.0%~102.0% 98.5% monograph/Ph.Eur.<2.2.25>
B BRMNZE S5/ F<2.2.25>
Total impurities<3.0% 0.4%
78,8B-Lactone-cyanocobalamin<0.7% <0.1%
50-Carboxycyanocobalamin<0.5 % <0.1% .
; 34-Methylcyanocobalamin<1.5% 0.3% Ph.Eur. monograph /
suFth’l::tnefes L - - Ph.Eur. <2.2.29> (UHPLC)
=3 32-Carboxycyanocobalamin<0.5 % 0.1% BRIz BT ik
e : : }f3<2.2.29> (UHPLC)
8-Epi-cyanocobalamin<0.5% 0.1%
. Not detected
=<0.59
Impurity F <0.5% Sk
Unspecified impurities<0.2% 0.1%
Acetone < In house/(GC)
paa <5000ppm Soppi F12/(GC)SOP-QC-104-04-02
The total aerobic
o ChP 2020 <1105>
microbial count <1000 cfu/g 55¢fulg -
fiok gt REZHR 2020<1105>
The total combined
ChP 2020 <1105>
yeasts/mould count <100 cfulg <10cfulg
BRENEYE LY f@ ‘\ﬁm) /ﬁ\\ REZG L 2020<1105> |
Conclusion : The product complies with the s 216N OT Ph s}.0 and in house standard
£ % - F= af e BR 147 L},ﬁﬂ_@_ﬂ@%ﬂﬁ Ll
Product Usage : &For Drug Use ONpt fokDrlig UsE +
R OA & B % i mERE
Responsible ) Reviewed bN‘ Reporter s,
person 13 A % ﬁ)gf% THA wREA HI@W




